12-24-85 —_—_— 


Vol. 50 No. 247 Tuesda 
December 24, 1985 


eK KEKE KEEKSEH—DIGIT 48106 


United ¢ AFR. SERIAZ00$ NOV 86 R 
Govern: SER TALS PROCESS NEL SECOND CLASS NEWSPAPER 
cmcund 300 N ZEEB RD us [asia and Foes Pai 
pst ANN AR BOR m I “6 106 (ISSN 0097-6326) 

Washington, DC 20402 


OFFICIAL BUSINESS 
Penalty for private use, $300 








Tuesday 
December 24, 1985 


Briefings on How To Use the Federal Register— 


For information on briefings in Washington, DC, see 
announcement on the inside cover of this issue. 


Selected Subjects 


Air Pollution Control 
Environmental Protection Agency 
Authority Delegations (Government Agencies) 
Small Business Administration 
Aviation Safety 
Federal Aviation Administration 
Blood 
Food and Drug Administration 
Cable Television 
Federal Communications Commission 
Customs Duties and Inspection 
Customs Service 
Fair Housing 
Housing and Urban Development Department 
Government Procurement 
Defense Department 
General Services Administration 
National Aeronautics and Space Administration 
Small Business Administration 
Income Taxes 
Internal Revenue Service 
Military Personnel 
Army Department 
Milk Marketing Orders 
Agricultural Marketing Service 


CONTINUED INSIDE 


BEST COPY AVAILABLE 





Federal Register / Vol. 50, No. 247./ Tuesday, December 24,1985 / Selected Subjects 


FEDERAL REGISTER Published daily, Monday through Friday, 
(not published on Saturdays, Sundays, or on official holidays). 
by the Office of the Federal Register, National Archives and 
Records Administration, Washington, DC 20408, under the 
Federal ‘Register Act (49 Stat..500, as amended; 44 U.S.C. Ch. 
15) and the regulations of the Administrative Committee of the 
Federal Register. {1 CFR Ch. I). Distribution is made only by the 
Superintendent of Documents, U.S. Government Printing Office. 
Washington, DC 20402. 


The Federal Register provides a uniform system for making 
available to the public regulations and legal notices-issued by 
Federal agencies. These include Presidential proclamations and 
Executive Orders and Federal agency documents having general 
applicability and legal effect, documents required to be 
published by act of Congress and other Federal agency 
documents of public interest. Documents are on file for public 
inspection in the Office of the Federal Register the day before 
they are published, unless earlier filing is requested by the 
issuing agency. 

The Federal Register will be furnished by mail to subscribers 
for $300.00 per year, or $150.00 for 6 months, payable in 
advance. The charge for individual copies: is $1.50 foreach 


issue, or $1.50 for each group of pages as actually bound. Remit . 


check or money order, made payable to the Superintendent of 
Documents, U.S. Government Printing Office, Washington, DC 
20402. oa ; 


There are no restrictions on the republication of material 
appearing in the Federal Register. 


Questions and requests for specific information: may be directed 
te the telephone numbers listed under INFORMATION AND 
ASSISTANCE in the READER AIDS section of this issue. 


How To Cite This Publication: Use the volume number and the 
page number. Example: 50 FR 12345. 


Selected Subjects 


Organization and Functions (Government Agencies) 
Consumer Product Safety Commission 
Transportation Department 

Postal Service 
Postal Service 


Radio 
Federal Communications Commission 
Savings and Loan Associations 
Federal Home Loan Bank Board 
Securities ; 
Securities and Exchange Commission 
Water Pollution Contro! — 
Environmental Protection Agency 
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Any person who uses the Federal Register and 
Code of Federal Regulations. 


The. Office of the Federal Register. 


Free public briefings (approximately 2 1/2 hours) 

to present: 

1. The regulatory process, with a focus on the 
Federal Register system and the public's role 
in the development of regulations. 

2. The relationship between the Federal Register, 
and Code of Federal Regulations. 

3. The important elements of typical Federal 
Register documents. 

4. An introduction to the finding aids of the 
FR/CFR system. 


To provide the public with access to information 
necessary to research Federal agency regulations 
which directly affect them. There will be no 
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WASHINGTON, DC 
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Office of the Federal Register, 
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1100 L Street. NW., Washington, DC. 


RESERVATIONS: Howard Landon 202-523-5227 (Voice) 
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WHERE: 


FUTURE WORKSHOPS: Additional workshops are scheduled 
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annual basis in Federal regional 
cities. Dates and locations will be 
announced later. 


NOTE: There will be a sign language interpreter for hearing impaired persons at this briefing. 
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48 CFR 


40 CFR 
52 (2 documents) 


Proposed Rules: 








Rules and Regulations 


DEPARTMENT OF AGRICULTURE 
Agricultural Marketing Service 
7 CFR Part 1032 


AGENCY: Agricultural Marketing Service, 
USDA. : 
ACTION: Suspension of rules. 


SUMMARY: This action suspends certain 


provisions of the Southern Illinois order 
concerning the shipping standards for 
regulating supply plants under the order. 
The suspension lowers the proportion of 
milk receipts (from 50 to 40 percent) that 
must be shipped from supply plants to 
bottling plants during December 1985. 
The suspension was requested by Mid- 
America Dairymen, Inc., a cooperative 
association that represents a-substantial 
number of the producers who supply the 
market. The action is necessary because 
higher production and seasonally 
decreasing sales of fluid milk products 
during the December holiday season 
reduce the need for bottling plants to 
rely on supply plant milk for fluid milk 
needs. Absent a suspénsion, costly and 
inefficient shipments of milk would be 
made solely for the purpose of assuring 
that dairy farmers, who regularly supply 
the fluid milk needs of the market, 
would continue to have their milk priced 
under the order. 
EFFECTIVE DATE: December 24, 1985. 
FOR FURTHER INFORMATION CONTACT: 
John F. Borovies, Marketing Specialist, 
Dairy Division, Agricultural Marketing 
Service, U.S. Department of Agriculture, 
Washington, DC 20250, (202) 447-2089. 
SUPPLEMENTARY INFORMATION: Prior 
document in this proceeding: 

Notice of Proposed Suspension: Issued 
November 26, 1985; published December 
2, 1985 (50 FR 49395). 


The Administrator of the Agricultural 
Marketing Service has determined that 
this rule will not have a significant 
economic impact on a substantial 
number of small entities. The action 
lessens the regulatory impact of the 
order on certain milk handlers and tends 
to insure that dairy farmers will 
continue to have their milk priced under 
the order and thereby receive the 
benefits that accrue from such pricing. 

This order of suspension is issued 
pursuant to the provisions of the 
Agricultural Marketing Agreement Act 
of 1937, as amended (7 U.S.C. 601 e¢ 
seq.), and of the order regulating the 
handling of milk in the Southern Illinois 
marketing area. 

Notice of proposed rulemaking was 
published in the Federal Register on 
December 2, 1985 (50 FR 49395) 


’ concerning-a proposed suspension of 


certain provisions of the order. 
Interested persons were given an 
opportunity to file written data, views, 
and arguments thereon. No comments 
opposing the proposed action were 
received. 

After consideration of all relevant 
material, including the proposal in the 
notice and other available information, 
it is hereby found and determined that 
for the month of December 1985 the 
following provisions of the order do not 
tend to effectuate the declared policy of 
the Act: 

In § 1032.7(b), the words “which have 
at least 50 percent Class I use (not 
including filled milk) of the total of such 
supply plant milk and producer milk 
receipts” and the words “through 
February”. 


Statement of Consideration 


This action suspends certain 
provisions concerning the shipping 
standards for regulating supply plants 
under the Southern Illinois order. The 
suspension lowers the proportion of 
milk receipts (from 50 to 40 percent) that 
supply plants must ship to pool 
distributing plants to attain pool plant 
status during December 1985. 

The suspension was requested by 
Mid-America Dairymen, Inc., a 
cooperative association that represents 
a substantial number of producers who 
supply the market. Mid-Am contends 
that the action is necessary to recognize 
the lesser need for supply plant 
shipments to meet the fluid milk 
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requirements of distributing plants 
during December 1985. 

The suspension is necessary because 
of production increases by producers 
over year-earlier levels. The higher level 
of production has reduced the degree to 
which distributing plants need to rely on 
supply plant shipments for milk 
requirements. As sales of fluid milk 
products decline during the December 
holiday season, the need for milk from 
supply plants will be further reduced. In 
the absence of a suspension action to 
recognize the declining need for supply 
plant milk during December, costly and 
inefficient shipments of milk from 
supply supply plants would be made 
solely for the purpose of assuring that 
the milk of dairy farmers who have 
regularly supplied the fluid needs of the 
market would continue to be priced 
under the order. 

Interested parties were given an 
opportunity to submit written data, 
views, or arguments concerning this 
action. No comments in opposition to 
the suspension were received. 

It is hereby found and determined that 
thirty days’ notice of the‘effective date 
hereof is impractical, unnecessary and 
contrary to the public interest in that: 

(a) This suspension is necessary to 
reflect current marketing conditions and 
to assure the orderly marketing of milk 
in the marketing area in that without the 
suspension costly and inefficient 
shipments of milk would be made solely 
for the purpose of assuring that dairy 
farmers would continue to have their 
milk priced under the order; 

(b) This suspension does not require 
of persons affected substantial or 
extensive preparation prior to the 
effective date; and 

(c) Notice of proposed rulemaking was 
given interested parties and they were 
afforded opportunity to file written data, 
views, or arguments-concerning this 
suspension. No opposing views were 
received, 

Therefore, good cause exists for 
making this order effective upon 
publication in the Federal Register. 


List of Subjects in 7 CFR Part 1032 
Milk marketing orders, Milk, Dairy 
products. 
The authority citation for 7 CFR Part 
1032 continues to read as follows: 


Authority: (Secs. 1-19, 48 Stat. 31, as 
amended; 7 U.S.C. 601-674). 
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It is therefore ordered, That the 
following language in § 1032.7 of the 
order is hereby suspended for the month 
of December 1985. 


PART 1032—MILK IN THE SOUTHERN 
ILLINOIS MARKETING AREA : 


§ 1032.7, [Amended] 

In 7 CFR Part 1032 in § 1032.7(b), the 
words “which have at least 50 percent 
Class I use (not including filled milk) of 
the total of such supply plant milk and 
producer milk receipts” and the words 

“through February 
Effective date: Dadeaties 24, 1985. 


Signed at Washington, DC on: December 
18, 1985. 
Alan T. Tracy, 
Deputy Assistant Secretary, Marketing and 
Inspection Services. 
{FR Doc. 85-30332 Filed 12-23-85; 8:45,am]j 
BILLING CODE 3410-02-M c 


SMALL BUSINESS ADMINISTRATION 


13 CFR Part 101 
[Revision 2—Amdt. 41] 


Delegation of Authority To Conduct 
Program Activities in Field Offices; 
Certificate of Competency Approval 
Authority 


AGENCY: Small Business Administration. 
ACTION: Final rule. 


SUMMARY: Increases the Regional 
Administrators’ authority to approve 
applications for Certificates of 
Competency from $2,000,000 to 
$5,000,000 and allows the regional office 
COC specialists approval authority on 
COC cases valued less than $250,000. 
Increasing the monetary approval 
authority of Regional Administrators 
will improve and speed program 
delivery by placing the authority in the 
regional office which has direct 
responsibility of delivering SBA 
assistance. Delegating COC décision 
authority on cases valued less than 
$250,000 to Regional Office COC 
specialists will-expedite the process 
procedure on small dollar value cases 
and improve program delivery at the 
regional office level. Prior to the 
expiration date of this change, SBA will 
evaluate if benefits accrued to the SBA 
and small businesses would merit 
extension of this rule. 

EFFECTIVE DATE: December 24, 1985, for 
the period of one year. 

FOR FURTHER INFORMATION CONTACT: 
John Whitmore, Director, Office of 
Industrial Assistance, Small Business 
Administration, 1441 L Street, NW., 


Washington, DC 20416. Telephone No. 
(202) 653-6582. 

SUPPLEMENTARY INFORMATION: Part 101 
consists of rules relating to the Agency's 
organization and procedures; therefore, 
notice of proposed rulemaking, public 
participation and a regulatory flexibility 
review, 5 U.S.C. 501 et seq., are not 
required and this amendment is adopted 
without resort to those procedures. This 
amendment does not contain 
recordkeeping requirements subject to 
the Paperwork Reduction Act 44 U‘S.C. 
Chapter 35 and is not a major rule for 
purposes of Executive Order 12291. 

For the reasons set forth in the 
preamble Part 101,13 CFR 101.3-2 is 
amended, following the index terms, as 
set forth below: 


List of Subjects in 13 CFR Part 101 


Authority delegations (Government 
agencies), Administrative-practice and 
procedure, Organization and functions 
(Government agencies). 


PART 101—{ AMENDED} 


1. The authority citation for Part 101 
continues to read as follows: 


Authority: Secs. 4 and 5, Pub. L. 85-536, 72 
Stat. 384 and 385 (15 U.S.C. 633 and 634, as 
amended); sec. 808, Pub. L. 85-699, 72 Stat. 
694 (15 U-S.C. 687, as amended); sec. 5({b)(11), 
Pub. L. 93-386 (Aug. 23, 1974); and 5 U.S.C. 
552, unless otherwise noted. 


2. In § 101.3-2 Part VI, Section A is 
revised to read as follows: 


§ 101.3-2 Delegations of Authority to 
conduct program Risaaqmintnins tones 


a * * 


Part Vi—Procurement Assistance Program 
(PA) 


Section A—Certification of Competency 
Approval Authority 


1. To approve applications for a Certificate 
of Competency (COC) received from small 
business concerns located within the region’s 
geographic jurisdiction; subject to the 
following monetary limitations: 


a. Regional Administrator 
b. Deputy Regional Administra- 


2. To deny an application for a Certificate 
of Competency (COC) received from small 
business concerns located within the region's 
geographic jurisdiction, subject to the 
following monetary limitations: 


a. Regional Administrator Unlimited 
b. Deputy Regional Administra- 


Unlimited 


’ 


c. Assistant Regional Adminis- 
Unlimited 


d. COC Specialist 


* * * * 


Dated: December 11, 1985. 
James C. Sanders, 
Administrator. 
[FR Doc. 85-30358 Filed 12-23-85; 8:45 am] .- 
BILLING CODE 6025-01-M 


13 CFR Part 125 
[Revision 1, Amendment 5] 


Certificate:of Competency Program: 
Certificate of Competency Approval 


Authority 


AGENCY: Small Business Administration 
(SBA). 


ACTION: Final rule: 


SUMMARY: This change transfers the 
monetary limit on the Régional Office's 
delegated COC authority from 13 CFR 
Part 125.5 to the more appropriate 
section of the regulation, 13 CFR Part 
101.3. This is an administrative change 
and will not effect the COC process. An 
increase in the Regional Administrators 
delegated authority from the current 
$2,000,000 level to $5,000,000 is bei 
processed simultaneously by amen nding 
Section 13 CFR 101.3. 


EFFECTIVE DATE: December 24, 1985, for 
the period:of one year. 


FOR FURTHER INFORMATION CONTACT: 
John Whitmore, Director, Office of 
Industrial Assistance, Small Business 
Administration 1441 L Street, NW.., 
Washington, DC 20416. Telephone No: 
(202) 653-6582. 
SUPPLEMENTARY INFORMATION: 
Inasmuch as the amendment set forth 
below affects internal procedures only, 
notice of proposed rulemaking, public 
participation and a Regulatory 
Flexibility Review pursuant to 5 U.S.C. 
601 et seq., are not required and this 
amendment is adopted without resort to 
those procedures. This amendment does 
not contain recordkeeping requirements 
subject to the Paperwork Reduction Act 
44 U.S.C. Chapter 35 and is not a major 
rule for purposes of Executive Order 
12291, since it relates solely to Agency 
organization. 

The following topic index may be 
useful in determining interest in this 
regulation: 


List of Subjects in 13 CFR Part 125 


Government procurement; Small 
business, Technical assistance. 
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1. The authority citation for 13 CFR 
Part 125 continues to read as follows: 
Authority: Secs. 8 and 15 of the Small 
Business Act, 72 Stat. 384, as amended (15 

U.S.C. 631). 


2. For the reasons set forth in the 
preamble 13 CFR Part 125, § 125.5(f) is 
revised as follows: 


§ 125.5 Certificate of competency 
program. 

(f) If the Regional Office's decision is 
negative, the COC is denied and both 
the firm and procuring agency are 
notified. If the Regional Office’s decision 
is affirmative and the dollar value of the 
procurement is within the region’s 
delegated authority, the Regional Office 
issues a Certificate. Contracting officers 
will be informed in advance of issuing. 
For procurements in excess of the 
region's delegated authority, if the 
Regional Office recommends issuance of 
the Certificate, the Associate 
Administrator for Procurement 
Assistance, SBA Central Office; causes 
a review to be made and either issues or 
denies the Certificate. If the Associate 
Administrator's decision is negative, the 
firm and procuring activity are so 
informed; if affirmative, a letter, 
certifying the responsibility of the firm 
as to the elements of responsibility 
referred (the COC) is sent to the 
procuring activity and the applicant 
informed of such issuance by the 
regional office. 

Dated: December 11, 1985. 

James C. Sanders, 

Administrator. 

[FR Doc. 85-30357 Filed’12-23-85; 8:45 am] 
BILLING CODE 8025-01-M soa} 


DEPARTMENT OF TRANSPORTATION 


Federal Aviation Administration 


14 CFR Part 39 
[Docket No. 85-ASW-16, Amdt. 39-5186) 


Airworthiness Directives; Bell 
Helicopter Textron, Inc. (BHT!), Model 
47B, 47B3, 47D, 47D1, 47E, 47G, 47H-1, 
and 47G-3; Hawkeye Rotor and Wing, 
U.S. Army Model OH-13E; and Texas 
Helicopter Corporation, U.S. Army 
Model OH-13E Helicopters 


AGENCY: Federal Aviation 
Administration (FAA), DOT. 


ACTION: Final rule. 
SUMMARY: This action publishes in the 


Federal Register and makes effective as 
to all persons an amendment adopting a 
new airworthiness directive (AD) which 
was previously made effective as to all 
known. U.S. owners.and operators of 
certain Bell Helicopter Textron, Inc., 
Model 47B, 47B3, 47D, 47D1, 47E, 47G, 
47H-1, and 47G-3; Hawkeye Rotor and 
Wing, U.S. Army Model OH-13E; and 
Texas Helicopter Corporation, U.S. 
Army Model OH-13E helicopters by 
individual priority letters. The AD 
requires removal of all Texas Helicopter 
Corporation tail rotor blade yokes. The 
AD is needed to prevent rotorcraft from 
flying with improperly heat treated tail 
rotor blade yokes which could fail 
prematurely resulting in probable loss of 
the helicopter. 

EFFECTIVE DATE: January 8, 1986, as tc 
all persons except those persons to 
whom it was made immediately . 
effective by priority letter AD 85-15-04, 
issued July 23, 1985, which contained 
this amendment. . . 

Compliance: Required within the next 
10 hours’ time in service after the 
effective date of this AD, unless already 
accomplished. 

FOR FURTHER INFORMATION CONTACT: 
Gary B. Roach, Helicopter Certification 
Branch, ASW-170, Aircraft Certification 
Division, Southwest Region, Federal 
Aviation Administration, P.O. Box 1689, 
Fort Worth, Texas 76101, telephone 
number (817) 877-2593. 

SUPPLEMENTARY INFORMATION: On July 
23, 1985, priority letter AD 85-15-04 was 
issued and made effective as to all 
known U.S. owners and operators of 
certain BHTI Model 47B, 47B3, 47D, 
47D1, 47E, 47G, 47H-1 and 47G-3; 
Hawkeye Rotor and Wing, U.S. Army 
Model OH-13E; and Texas Helicopter 
Corporation, U.S. Army Model OH-13E 
helicopters. The AD requires removal of 
all Texas Helicopter Corporation tail 
rotor blade yokes Part Number (P/N) 
74-641-057-9. 

This AD was prompted by the failure 
of a tail rotor blade yoke which resulted 
in loss of control and subsequent loss of 
the helicopter. During the postcrash 
investigation, it was discovered that 
spindle threads of the failed yoke had 
been nitrided which is not in accordance 
with the engineering drawing. This 
condition could cause premature failure 
of the yoke. A total of 90 tail rotor blade 
yokes (P/N 74-641-057-9) were 
manufactured by Texas Helicopter 
Corporation. Two other yokes randomly 
selected from the lot of 90 were 
examined and determined to have 
nitrided spindle threads. Thus, it was 
determined that AD action was 
necessary to prevent. possible failure of 
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the tail rotor blade yoke. Failure of the 
tail rotor blade yoke would probably 
result in loss of control of the helicopter. 

Since it was found that immediate 
correction was required, notice and 
public procedure thereon were 
impracticable and contrary to public 
interest, and good cause existed to make 
the AD effective immediately by 
individual priority letter issued July 23, 
1985, to all known U.S. owners and 
operators of certain BHTI Model 47B, 
47B3, 47D, 47D1, 47E, 47G, 47H-1, and 
47G-3; Hawkeye Rotor and Wing, U.S. 
Army Mode! OH-13E; and Texas 
Helicopter Corporation, U.S. Army 
Model OH-13E helicopters. These 
conditions still exist and the AD is 
hereby published in the Federal Register 
as an amendment to § 39.13 of the 
Federal Aviation Regulations to make it 
effective as to all persons. 

The FAA has determined that this 
regulation is an emergency regulation 
that is not considered to be major under 
Executive Order 12291. It is 
impracticable for the agency to follow — 
the procedures of Order 12291 with 
respect to this rule since the rule must 
be issued immediately to correct an 
unsafe condition in aircraft. It has been 
further determined that this action 
involves an emergency regulation under 
DOT Regulatory Policies and Procedures 
(44 FR 11034; February 26, 1979). If this 
action is subsequently determined to 
involve a significant/major regulation, a 
final regulatory evaluation or analysis, 
as appropriate, will be prepared and 
placed in the regulatory docket 
(otherwise, an evaluation or analysis ’is 
not required). A copy of it, when filed, 
may be obtained by contacting the 
person identified under the caption “FOR 
FURTHER INFORMATION CONTACT.” 


List of Subjects 14 CFR Part 39 


Air transportation, Aircraft, Aviation 
safety, Safety. 


Adoption of the Amendment 
PART 39—[AMENDED] 


Accordingly, pursuant to the authority 
delegated to me by the Administrator, 
the Federal Aviation Administration 
amends § 39.13 of Part 39 of the FAR as 
follows: 

1. The authority citation for Part 39 
continues to read as follows: 

Authority: 49 U.S.C. 1354(a), 1421, and 1423; 
49 U.S.C. 106{g) (Revised Pub. L. 97-449, 
January 12, 1983); and 14 CFR 11.89. 


2. By adding the following new AD: 


BEST COPY AVAILABLE 
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Bell Rehaneit Textron, Inc., Hawkeye Rotor 
Texas Helicopter Corporation: 
AopbelE hasal OF once 47D, 47D1, ~* 
47E, 47G; 47H-1, 47G-3; U.S. Army Model 
OH-13E helicopters certified in any . . 
_ category and other helicopters equipped - 
"with tail rotor blade yoke P/N 74-641- 
' 057-9. 

Compliance is required as indicated, unless 
already accomplished. 

To prevent the failure of the tail rotor blade 
yoke, accomplish the following: 

(a). Within the next 10 hours’ timé in service 
after the effective date of this AD, remove 
from service Texas Helicopter Corporation 
tail-roto? blade yoke P/N 74-641-057-9. 

(b) Any equivalent method of compliance 

-with this AD which provides an equivalent 
level of safety may be used when approved 
by the Manager, Helicopter Certification 
Branch, Federal Aviation Administration, 
4400 Blue Mound Road, Fort Worth, Texas 
76106. 

(c) In accordance with FAR §§ 21.197 and 
21.199, flight is permitted to a base where the 
replacement required by this AD may be « 
accomplished. 

This amendment becomes effective January 
8, 1986, as to all persons except those to 
whom it was made immediately effective by © 
priority letter AD 85-15-04, issued July 23, ° 

1985, which contained this amendment. 

~ Issued in Fort Werk. Texas, on December "' 
10, 1985. 

CR. Melugin, Jr., 

Director, Southwest Region. 

[FR Doc. 85-30308 Filed 12-23-85; 8:45 am] 


BILLING CODE 4910-13-M 


14 CFR Part 39 
(Docket No. 85-ASW-30, Amdt. 39-5172] 


Airworthiness Directives; Sikorsky 
Aircraft Model S-64E Helicopters  .. 
AGENCY: Federal Aviation 
Administration (FAA), DOT. 

ACTION: Final rule. 


SUMMARY: This amendment adopts a 
new airworthiness directive (AD) which 
requires (1) Repetitive visual inspéctions 
of the maini rotor torque tube inner 
bracket assembly for cracks and 
corrosion; {2) replacement if cracked; 
and (3) replacement or rework, as 
necessary, if corroded on Sikorsky 
Aircraft Model S-64E helicopters. The 
AD is needed to prevent fatigue cracking 
in the main rotor head torque tube inner 
bracket which could lead to failure and 
possible loss of control of the helicopter. 
EFFECTIVE DATE: December 30, 1985. 

Compliance; As prescribed in the 
body of the AD. 

The incorporation by reference of 
certain publications listed in the ’ 
regulations is approved by the Director 


of the Federal Register as of December 
30, 1985. - 

ADDRESSES: The applicable service: - .“ 
information may be obtained from 

Sikorsky Aircraft Division, United: .:.- 

Technologies Corporation, North Main. ° 

Street, Stratford, Connecticut 08601. 

A copy of the service bulletin is - 
contained in the Rules Docket, Office of 
the Regional‘Counsel, FAA, Southwest - 
Region, 4400 Blue Mound Road, Fort 
Worth, Texas 76106." - 


FOR FURTHER INFORMATION CONT ACT: 
Chery] McCabe, Boston Aircraft 
Certification Office, ANE-152, New 
England Region, FAA, 12 New England 
Executive Park, Burlington, 
Massachusetts 01803, nee (617) 
273-7112. 


SUPPLEMENTARY INFORMATION: The U.S. 
Army reported an occurrence where a 
main rotor head torque tube inner 
bracket assembly experienced a fatigue 
crack in a military helicopter which uses 
an assembly similar to that used on the 
civilian version Model S-64E helicopter. 
The FAA has determined that.a fatigue 
crack in the main rotor head torque tube 
inner bracket could lead to failure and 
possible loss of control of the helicopter. 
Since this condition is likely to exist or. 
develop on other helicopters of the S-~ 
64E type design, an AD. is being issued 
which requires: (1) Repetitive visual 
inspections of the main rotor torque tube 
inner bracket assembly for cracks and 
corrosion; (2) replacement if cracked; 
and {3) replacement or rework, as 
necessary, if corroded on Sikorsky 
Aircraft Model S-64E helicopters. 

Since a situation exists that requires 
the immediate adoption of this 
regulation, it is found that notice and. 
public procedure hereon are 
impracticable and good cause exists for 
making this amendment effective in less 
than 30 days. 

The FAA has determined that this 
régulation is an emergency regulation 
that is not considered to be major under 
Executive Order 12291. It is 
impracticable for the agency to follow 
the procedures of Executive Order 12291 
with respect to this rule since the rule 
must be issued immediately to correct 
an unsafe condition in aircraft. It has 
been further determined that this action 
involves an emergency regulation under 
DOT Regulatory Policies and Procedures 
(44 FR 11034; February 26, 1979). If this 
action is subsequently determined to 
involve a significant/major regulation, a 
final regulatory evaluation or analysis, . 
as appropriate, will be prepared and 
placed in the regulatory docket 
(otherwise, an evaluation‘or analysis is 


not required). A:copy: of it, when filed, 


may’ be obtained by contacting the. -- 
person identified under the caption “FOR 
FURTHER INFORMATION CONTACT. rust 


List of Subjects i in 14 CFR Part 39: 


Air transportation, Aircraft, Aviation 
safety, Safety, and leprae by 
reference. 


Adoption of the Amesdmest’ 
PART. 39—[AMENDED] 


Accordingly, pursuant to. the authority 
delegated to me by. the Administrator, 
the Federal Aviation Administration 
amends § 39.13 of Part 39 - the FAR as 
follows: 

1. The authority.c citation for Part 39 
continues to read as follows: 


Authority: 49 U.S.C. 1354(a), 1421, ‘and 1423; 
49 U.S.C. 106(g) (Revised Pub. L. 97-449; ft 
January-12, 1983);and 14 CFR 11.89, 


2. By adding the following new AD: “ 


Sikorsky Aircraft: Applies to Model S-64E 
helicopters, certificated i in any category. 

Compliance is required é as indicated, unless 
already accomplished. 

To prevent operation with a cracked main 
rotor head torque tube inner bracket, 
accomplish the following: 

(a) Prior to the first flight of each day, after 
the effective date of this AD, visually inspect 
with a 10-power or higher magnifying glass 
the main rotor head torque tube inner bracket 
assembly, Part Number'$1510-21332-0, for 
cracks and/or‘corrasion in accordance with 
Section 2, Paragraph A, of Sikorsky Alert 
Service Bulletin (ASB) No. 64B10-4A, dated 
July 17, 1985, or an FAA-approved equivalent. 

(b) If the torque tube inner bracket ' 
assembly is cracked; replace'with a 
serviceable torque tube inner bracket 
assembly prior.to further flight in accordance 
with Section 2, Paragraph A, of Sikorsky ASB. 
No. 64B10-4A, dated July 17, 1985, or an FAA, 
approved equivalent. 

(c) If the torque tube inner bracket’ 
assembly'is corroded; determine the: extent 
and limits of the corrosion prior to further 
flight in accordance with Section 2, 

Paragraph B, of Sikorsky ASB No. 64B10-4A, 
dated July 17, 1985, or an FAA-approved 
equivalent. If the extent or limits of the 
corrosion:are exceeded, replace with a 
serviceable torque tube inner bracket 
assembly prior to further flight in accordance 
with Section 2, Paragraph B, of Sikorsky ASB 
No. 64810-4A, dated July 17, 1985, or an FAA- 
approved equivalent. Otherwise, rework .the 
torque tube inner bracket assembly prior to 
further flight in accordance with Section 2, 
Paragraph: A, of Sikorsky ASB No. 64B10-4A, 
dated July 17, 1985, or an FAA-approved 
equivalent. 

(d) Aircraft may be ferried in accordance 
with the provisions of §§ 21.197 and 21.199 to 
a base where the AD can be accomplished. 

(e) Upon request, an alternative means of 
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compliance with the requirements of this AD 

which provide an equivalent level of safety 

‘ may be used when approved by the Manager, 
' Boston Aircraft Certification Office, 12 New 

' England Executive Park, Burlington, . 

Massachusetts 01803, telephone (617) 273- 

7112. ' 

a: Sikorsky ASB ‘No. 64B10-4A, dated July 17, 
- 1985, identified and deseribed in this 

_ directive is incorporated herein and made a 

' part hereof pursuant to 5 U.S.C. 552(a)(1). All 

persons affected by this directive who have 

not already teceived this document from the 

manufacturer may obtain copies upoh request 

' to Sikorsky Aircraft Division, United 


. Technologies Corporation, Nerth Main ie 
: Stratford, Connecticut 06601. These: : ; 


» documents-may alse be examined: athe 

' Office of the Regional Counsel, FAA; 
. Southwest Region, a Mound Road, 
Fort Worth, Texas 76106. i. 


This amendment becomes effective 


ik December 30, 1985. 


Issued in Fort Worth, Téxas, on hveatbun 
19, 1985. 
F.E, Whitfield, ; 
Acting Director, Southwest Region. 
[FR-Doc. 85-30307 Filled 12-23-85; 8:45:am] | 
BILLING CODE 4910-13-M ; a Py 


14 CFR Part 71 
_ [Airspace Docket No. 85-AWA-2) 


'* Establishment of (Repent wee 


n: Service Areas 
Cotréction "’ ES 


In FR: Doc. 85-29125, hicilbandely ck on . 
page 50254; in the issue of Monday, 
December 9, 1985, make the following 
corrections: 

1. On page 50254, second column, in 
the sixth line under “ARSA Program 
Comments”, “the” should read “that”; 

2. On page 50256, second column, in 
the fifth line from the bottom, “FCC” 
should read “FAA”; 

3. On page 50258, third cohabit: in the 
fourth line of the fourth full paragraph, 
“ASA” should read “ARSA”; 

4. On page 50261, second column, 
under “Lubbock Internationa} Airport, 
TX [New]”; the sixth and séventh lines 
should read “upward from 4/500 feet: 
MSL to 7,300 feet MSL within a 10-mile 
radius of the”; © 

‘5. On page 50262, under “Will Rogers 
World Airport, Oklahoma City, OK 
[New]”, in the seventh line, “36°25'57"N” 
should read “36°26'57"N”; and 

6. On page 50262, in the same 
paragraph, in the fourth line from the 
bottom, remove the “0” preceeding 
aed 
BILLING CODE: 1505-01-M 


oee= 
er gy 


. , International Affairs: The amendment 
.. also eliminates § 385.30{b}, relating to . 


14 CFR Part 73 
[Airspace Docket No. ANM-26] 


Establishment of Restricted Area R- 
6714E, Yakima, WA 


Correction 


In the issue‘of Wednesday, December 
11, 1985, on page 50611 in the first: 
column, a correction to FR Doc;85-27305' 
appeared. The last line should read: 
“46°33'00" N.”. 

BILLING. CODE 1505-01-M 


14 CFR Part 385 


| Ofige of the Secretary 
_ [OST Docket No. 42745; Amendment, 


385-1) « 
Assignment of Certain Aviation | 
Economic Functions | 


AGENCY: Office of the Speretary, DOT. 
ACTION: Final rule. 


SUMMARY: This amendment reflects the 
redelegation of certain authorities: 


~ related to consumer protection currently 
_ being carried out By to the Director, 


Office of Community and Consumer, - 


» Affairs under 14 CFR 385.30-to the. 


Assistant Secretary for Policy and 


approval or: disapproval of air carrier: 


' statements explaining denied ‘boarding 


compensation, and § 385.30(d), 
concerning applications for relief under 
§ 250.11 of this chapter, since the Civil 
Aeronautics Board eliminated these. 
underlying regulations prior to its 
sunset. The authority contained in 

§ 385.30(c), relating to. waivers and relief 
from baggage liability regulations, and ' 
§ 385.30(e), relating to smoking 
regulation waivers, are delegated to the 
Assistant Secretary for Policy and 
International Affairs in a. separate 
delegation document amending:49 CFR 
1.56, which-is contained in this edition of 


/ the Federal Register. 


DATE: The effective date of this 
amendment is December 24, 1985. 


FOR. FURTHER INFORMATION CONTACT: 
Becky L. Bentson, Office of the General 
Counsel, U.S. Department of 
Transportation, Washington, DC (202) 
472-5577. 


SUPPLEMENTARY INFORMATION: Since 
this amendment relates to departmental 
management, procedures, and practice, 
notice and comment on it are 
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unnecessary and it may be made 
effective fewer than thirty days after 
publication in the Federal Register. 


On December 31, 1984, the 
Department of Transportation reissued 
the former Civil Aeronautics Board rules 
(14 CFR Part 385) dealing with the 
delegation of numerous items of 
discretionary authority needed to carry 
out Titles IV and X of the Federal 
Aviation Act of 1958, as amended, and 
related statutes (49 FR 50984, December 
31, 1984.) Editorial corrections and a 


_ Rew subpart to Part 385 were issued 


later. (50 FR.7169, February 21, 1985.) 


: Concurrently with the reissuance of Part 


385, the Department issued amendments 


-« to 49 CFR Part t to delegate transferring 
. CAB-functions to Secretaria] officers 
_ within DOT {49 FR: 50994; December 31, 


1984). 
The Secretary has row deteérmiried 
that the authority to issue aviation 
consumer protection regulations, and 
waivers from those regulations (49 CFR 
1.61(d)(4) and ‘14 CFR 385.30), should be 
carried out by the Assistant Secretary 
for Policy and International Affairs. This 
amendment, together with an 
amendment to 49 CFR Part 1, which is 
published in this edition of the Federal 
Register, accomplish that redelegation 


. and deletes two obsolete. provisions 
from 14.CFR:385.30. . sty i] 


s~, List of Subjects in 14 CFR Pati 385 


Organization and functions | 


. (government agencies). 


PART 385—{ AMENDED] 


Accordingly, 14 CFR Part 385 is 
amended as follows: 

1. The authority citation for Part 385 
continues to'read as follows: 


Authority: Federal Aviation Act of 1958, as 
amended (49 U.S.C. 1301 et seq.); Airline 


' Deregulation Act of 1978 (Pub. L. 95-504, 


October 24, 1978); Civil Aeronautics Board 
Sunset Act of 1984 (Pub. L. 98-443, October 4, 
1984); and 49 U.S.C. Subtitle I. 


2. Section 385.30 i is mended by 
revising paragraph (b) to read as 
follows, and removing paragraphs (c) 


through (f). 


§ 385.30 Authority of the Director, Office 
of Community and Consumer Affairs. 


* 7 * * 


(b) Recommend to the Deputy General. 
Counsel the compromise of civil 
penalties in the resolution of informal 
consumer complaints. 





Issued in Washington, DC, on December 14, 
1985. 
Elizabeth Hanford Dole, 
Secretary of Transportation. 
[FR Doc, 85-30388 Filed 12-23-85; 8:45 am] 
BILLING CODE 4910-62-M 


CONSUMER PRODUCT SAFETY 
COMMISSION 


16 CFR Part 1000 


Commission Organization and 
Functions 


AGeEncy: Consumer Product Safety 
Commission. 
ACTION: Final rule. 


summary: The Commission is publishing 
revisions to,its statement of organization 
and functions to reflect organizational 
changes.made since the changes 
published December 31, 1984,49 FR . 
50633. These include the creation of an . 


Office of Media Relations and an Office 


of Information and Public Affairs,. to 
assume functions formerly performed by 
the Office of Outreach Coordination and 
the Office of. Information and Public 
Affairs... 

DATE: December 24, 1985. 

ApDoreESs: Consumer Product Safety 
Commission, Office of the Secretary, 
Washington, DC 20207. 

FOR FURTHER INFORMATION CONTACT: 
Joseph F. Rosenthal, Office of the 
General Counsel, Consumer Product 
Safety Commission, Washington, DC 
20207, (301) 492-6980. 

SUPPLEMENTARY INFORMATION: The 
Commission is revising its statement of 
organization and functions, 16 CFR Part 
1000, to include organizational changes 
since the part was last revised on 
December 31, 1984, 49 FR 50633. The 
organizational changes are summarized 
below: 

1. An Office of Media Relations was 
created and assumed responsibility for 
the Commission's relations with 
national print and broadcast media. 

2. An Office of Information and Public 
Affairs was created and assumed 
responsibility for the Commission’s 
national information and public affairs 
program. 

Since this rule relates solely to 
internal agency management, pursuant 
to’5 U.S.C. 553[b), notice and other 
public procedures are not required and 
it is effective immediately upon 
publication:in the Federal Register. 
Further, this action is not a rule as 
defined in the Regulatory Flexibility Act, 
5 U.S.C. 601-612, and, thus,-is exempt 
from the provisions of that Act: 


List of Subjects in 16 CFR Part 1000 


Organization and Functions 
(Government Agencies). 
PART 1000—[AMENDED}. 
Accordingly, Part 1000 of Chapter II of 
Title 16 of the Code of Federal 
Regulations is amended as shown. 


1, The authority citation for Part 1000 
continues to read as follows: 


. Authority: 5 U.S.C. 552[a). 


2. Section 1000.12 is revised to read as 
follows: 


§ 1000.12 Organization structure. 

The Consumer Product Safety 
Commission is composed of the 
principal units listed in this section. 

(a) The following units report directly 
to the Chairman of.the Commission: 

(1) Office of. the General Counsel; 

(2) Office of Congressional Relations; 

(3) Office of Administrative Law 


Judge; 

(4) Office of Media.Relations; 

(5) Office of the Secretary; 

(6) Office of Internal Audit; 

(7) Office of Equal Employment 
Opportunity and Minority Enterprise; 

(8) Office of the Executive Director. 

(b) The following units report directly 
to the Executive Director of the 
Commission: 

(1) Office of Program Management; 

(2) Office of Budget, Program 
Planning, and Evaluation; 

(3) Office of Information and Public 
Affairs; 

(4) Directorate for Epidemiology; 

{5) Directorate for Economic Analysis; 

(6) Directorate for Engineering . 
Sciences; 

(7) Directorate for Health Sciences; 

(8) Directorate for Compliance and. 
Administrative Litigation; 

(9) Directorate for Administration; 

(10) Directorate for Field Operations. 

3. Section 1000.17 is revised to read as 
follows: 


§ 1000.17 Office of Media Relations. 

The Office of Media Relations is 
responsible for implementing the 
Commission's media relations program 
nationwide. The Office serves as the 
Commission's spokesperson to the 
national print and broadcast media, 
develops and disseminates the 
Commission's press releases, and 
organizes Commission press 
conferences. 

4. Section 1000.21 is revised to read as 
follows: 


§ 1000.21 “ Otfice ot the Executive Director. 
The Executive Director, under the 

broad direction of the Chairman and in 

accordance with Commission policy, 
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acts as the chief operating manager of - 
the agency, supporting the sevelooen 
of the agency's budget and operating 
plan be ore and.after Commission... 
ae and managing the execution of 
those plans, The Executive Director has. 
direct line authority over seven: 
operating directorates and three offices: . 
Epidemiology, Economic Analysis, . 
Engineering Sciences, Health Sciences, 
Compliance and Administrative... 
Litigation, Administration, and Field , 
Operations; the Office of Program. . 
Management; the Office of Budget, 
Program Planning, and Evaluation; and 
the Office of Information and Public 
Affairs. 

5. Section 1000.24 is revised to read as 
follows: 


§ 1000.24 Office of pe 
Affairs. 

The Office’ of Information anil Public 
Affairs is responsible for the’ 
development, implementation, and 
evaluation of a comprehensive national 
information and public affairs program 
designed to promote product safety. This 
includes responsibility for developing 
and maintaining relations with a wide 
range of national groups such as 
consumer organizations; business 
groups; trade associations; state and 
local government entities; labor 
organizations; medical, legal, scientific 
and other professional associations; and 
other Federal health, safety and 
consumer agencies. The Office also 
manages the Commission's Hotline; 
described in § 1000.3. 

Dated: December 18, 1985. 

Sadye E. Dunn, ’ 

Secretary, Consumer Product Safety 
Commission. __ 

[FR Doc. 85-30300 Filed 12-23-85; 8:45 ana}. 
BILLING CODE 6335-01-™ 

pn 8 _ ________-__f 
SECURITIES AND EXCHANGE 
COMMISSION . 


17 CFR Part 240 
[Release No: 34-22724; File No. S7-1000] | 


Securities; Broker-Dealers; 
Registration; Applicability to Banks; 
Requests for Exemptions 

AGENCY: Securities and Exchange 
Commission. 


ACTION: Availability of termapdnery 
exemptions from Rule 3b-9. 


SUMMARY: The Securities and Exchange 
Commission i is continuing to review. 
requests from banks for temporary 
exemptions from Rule 3b-9:(17 CFR 
240.3b-9) under the’Securities Exchange 
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Act of 1934 (“Exchange Act”). Although 
many banks have already taken the 
steps necessary to comply with the 
provisions of Rule 3b-9 by its effective 
date, January 1, 1986, many others which 
are acting in good faith may not be able 
to take all steps necessary to comply 
with the Rule by that date. Banks that 
are making deligent; good faith efforts to 
satisfy the requirements of the Rule will 
be granted requests for temporary 
exemptions. 

DATES: Requests for exemption from. 

§ 240,3b-9 will be considered until . 
January 1, 1986. 

FOR FURTHER INFORMATION CONT. ACT: 
Mary Chamberlin, Esq., Chief Counsel 
(202) 272-2848, Edward L. Pittman, Esq., 
Attorney (202) 272-2848. Requests for — 
temporary exemptions from Rule 3b-9 . 
should be addressed to Mary. 
Chamberlin, Esq., Office of Chief 
Counsel, Division of Market Regulation, 
Securities and Exchange Commission, 
450 5th Street, NW, Washington, DC. 
20549... . 

SUPPLEMENTARY INFORMATION: On July 
1, 1985, the Commission adopted Rule 

‘ $b-9 (17,CFR 240.3b-9) under the 

‘Exchange Act.’ The Rule generally 
requires. that a bank conduct certain 

. securities activities through a broker- 

_ dealer registered under the Exchange | 
Act. These activities are (1) public , 
solicitation of brokerage business for 
trafisaction-related compensation, (2) 
receipt of transaction-related 


compensation for providing brokerage ._ 
services for trust, managing agency or . 


other accounts to which the bank . 
provides advice, or (3) dealing in or 
underwriting securities. The Rule, 
contains exceptions for banks that, 
conduct only limited securities 
activities. The effective date of Rule 3b- 
9 is January 1, 1986. 

A challenge to the Commission’ s legal 
authority to adopt Rule 3b-9 was 
brought in the United States District, 
Court for the District of Columbia. The 
District Court has determined that Rule 
3b-9 is a valid exercise of the - 
Commission's rulemaking powers and 
the court refused to enjoin the rule.? , 
Thus, absent an exemption from the 
Rule, banks that are not in compliance 
with the Rule by January 1,.1986 will be 
in violation of the federal securities 
laws. 

In adopting Rule 3b-9, the . 
Commission recognized that many 


1 Securities Exchange Act Release No. 22205 (July 
1, 1985), 50 FR 28385 (July 12, 1985). 

2 An appeal has been taken from the district 
court's decision. American Bankers Association v. 
Securities and Exchange Commission, No. 85-2482 
{D.D.C. Oct. 30, 1985), appeal docketed, No. 85-6055 
{D.C. Cir. Oct. 31, 1985). 


banks would be required to take 
additional steps to comply with the 
Rule. Accordingly, it delayed the 
effective date of the Rule for : 
approximately six months. In addition, 
the Commission’s Division of Market 
Regulation subsequently announced that 
it would grant, on a case-by-case basis, 
Written requests for temporary 
exemptions from the Rule by banks that 
could demonstrate good faith and 
diligent efforts to comply with the Rule.* 
Recently, it was brought to the 
Commission's attention by William 
Seidman, Chairman of the Federal 


Deposit Insurance Corporation, and — 


others, that many banks may not fully 
understand the grounds on which the 
Commission's staff is willing to provide 
exemptive relief. Therefore, the 
Commission is issuing this release to set 
forth its willingness to grant temporary 
exemptions from Rule 3b-9 in order to 
allow banks to complete efforts to 
comply. 

At the time the Commission adopted 
Rule 3b-9, it delegated authority to the 
Division of Market Regulation to grant 
exemptions where appropriate. Acting 


' pursuant to delegated authority, the 


Division of Market Regulation has - 
liberally granted requests for temporary 
exemptions from Rule 3b-9 to banks * 


which have demonstrated a diligent and _ 


good faith effort:to comply with the 
Rule.* The exemptions have been for 
periods:of up to five months.: © -“’ " 
Although the Division will consider all 
relevaiit factors in determining whether 


to-grant an exemption, among the 


commion elements in each request for an 
exemption the Division has granted are 
the existence of one or more of the 
following: a broker-dealer registration 
application on file with the Commission, 
a membership application on file with 
the National Association of Securities 
Dealers, Inc., or personnel in the process 


’ of preparing for and taking the 


registered principal or registered 
representative examinations. Additional 
factors that the Division will consider in 
granting temporary exemptions include 
an application for approval to create ‘a 
subsidiary to engage in brokerage 
activities on file with the appropriate 


* Letter dated August 28, 1984 from Richard 


‘ Wessel, Esq., Associate Director, Division of Market 


Regulation, to James D. McLaughlin, Esq., 
Government Relations Counsel, American Bankers 
Association. 

‘See, e.g., letters to David R. Sanders, Esq. 
(Suburban Bancorp) (October 25, 1985); Richard J. 
McCullen, (National Bank of Detroit) (November 27, 
1985); Ralph F. MacDonald, III (Central Bank of the 
South) (December 9, 1985); William N. Stellin, 
(Union Bank and Trust Company) (December 13, 
1985). Copies of exemptive requests and the 
Division's responses are available in the 
Commission's public files. 


banking regulator, the existence of a 
pending request for permanent 
exemptions under Rule 3b-9, and a 
representation that a broker-dealer 
application will be submitted to the 
Commission by a specific date before 
January 1, 1986. The Division will also 
consider granting temporary exemptions 
to banks that are involved in mergers 
that will ultimately result in the merging 
of brokerage operations into a’single 
registered broker-dealer subsidiary or 
that are in the process of receiving 
internal corporate board approvals 
necessary for the creation of a new 
subsidiary or affiliate.® 

-It is the Division's intention to 


continue to consider requests for 


temporary exemptions from Rule:3b-9 
up to the effective date of the Rule. 
Moreover, in the event that the Division 
is unable to respond to all requests 
received prior to the January 1, 1986 
effective date, the staff will in all 
appropriate cases provide interim no- 
action relief pending issuance of the 
exemption letter. Requests for 
temporary exemptions from Rule 3b-9 
should contain a brief narrative of the 
efforts taken by the bank which 
demonstrate a diligent and goed faith 
effort to comply with Rule 3b-9. 


By the Commission. 
Dated: December 18, ne. 
John Wheeler, 


' Secretary. 


[FR Doc. 30337 Filed 12-23-85; 8:45 am] _ 
BILLING cope 8010-01-4 ; 


DEPARTMENT OF HOUSING AND 
URBAN DEVELOPMENT 


Office of the Assistant Secretary for 
Fair Housing and Equal Opportunity 


24 CFR Part 107 
[Docket No. R-85-1237; FR-2020) 


Nondiscrimination and Equal 
Opportunity in Housing Under 
Executive Order 11063 


AGENCY: Office of the Assistant 
Secretary for Fair Housing and. — 
Opportunity, HUD. 


ACTION: Final rule. 


SUMMARY: This rule amends 24 CFR Part 
107, “Nondiscrimination and Equal 


5 Where banks themselves seek to register with 
the Commission as broker-dealers, rather than 
forming a subsidiary, the Commission indicated in 
the release adopting Rule 3b-9 that it would 
anticipate using its exemptive authority under the 
financial responsibility rules if any conflicts 
between bank and securities regulation result. 





Opportunity Under Executive Order 
11063”, to provide for the administrative 
data collection necessary to implement 
. Executive Order 11063 which was 
revised by Executive Order 12259 to 
prohibit discrimination on the basis of 
sex and to clarify that the terms 
“religion” and “creed” are synonymous. 
This amendment is a conforming change 
inadvertently omitted from the final _ 
version of the implementing regulation 
published on August 2, 1985. 

EFFECTIVE DATE: Upon expiration of the 
first period of 30 calendar days of 
continuous session of Congress after 
publication, but not before further notice 
of the effective date is published in the 
Federal Register. 

FOR FURTHER INFORMATION CONTACT: 
Katrina Ross, Director, Fair Housing 
Enforcement Division, Room 5208, 
Department ef Housing and Urban 
Development, 451 Seventh Street, SW., 
Washington, DC 20410, telephone (202) 
755-5673. (This is not a toll-free 
number.) 

SUPPLEMENTARY INFORMATION: 
Executive Order 11063, “Equal 
Opportunity in Housing” (November 20, 
1962, 27 FR 11527}, directs Federal 
departments and agencies to take all 
action necessary and appropriate to 
prevent discrimination because of race, 
color, creed, or national origin in (1) the 
sale, leasing, rental or other disposition 
of residential property and related 
facilities which are owned or operated 
by the Federal Government or provided 
with Federal assistance; and (2) the 
lending practices with respect to 
residential property and related 
facilities of lending institutions, insofar 
as such practices relate to loans insured 
or guaranteed by the Federal 
Government. Executive Order 12259, 
“Leadership and Coordination of Fair 
Housing in Federal Programs” (January 
6, 1981, 46 FR 1253), revised Executive 
Order 11063 by adding a prohibition 
against discrimination based on sex, 
and by clarifying the reach of Executive 
Order 11063 with respect to “creed” by 
adding the word “religion”. 

On August 2, 1985, HUD published a 
final rule (50 FR 31359) which 
implemented Executive Order 12259 by 
amending 24 CFR Part 107, 
“Nondiscrimination and Equal 
Opportunity in Housing Under 
Executive Order 11063”, to add the 
prohibition against discrimination based 
on sex and to clarify the reach of E.O. 
11063 with respect to “creed” by adding 
the word “religion”. The final version of 
the August 2, 1985 final rule 
inadvertently omitted a conforming 
change within Part 107. This final rule 
makes that change by revising 


§§ 107.30{a) and 107.30({b) to add sex 
and religion io the categories of data 
which should be maintained in order to 
carry out the mandate of Executive 
Order 12259. 

The Department has concluded that, 
because this rule making is merely 
making a conforming change and is 
limited to the coverage of HUD's 
Executive Order 11063 implementation 
procedures in accordance with the 
policies reflected in Executive Order 
12259, public comment on the rule is 
unnecessary. Accordingly, these 
amendments to Part 107 are being 
adopted as final rulemaking. 

This rule does not constitute a ‘major 
rule” as the term is defined in section 
1(b) of the Executive Order 12291 on 
Federal Regulation issued on February 
17, 1981. Analysis of the rule indicates 
that it will not (1) have an annual effect 
on the economy of $100 million or more; 
(2) cause a major increase in costs or 
prices for consumers, individual 
industries, Federal, State or local 
government agencies, or geographic 
regions; or (3) have significant adverse 
effect on competition, employment, 
investment, productivity, innovation, or 
on the ability of United States-based 
enterprises in domestic or export 
markets. 

A Finding of No Significant Impact 
with respect to the environment has 
been made in accordance with HUD 
regulations in 24 CFR Part 50 that 
implement section 102(2)(C) of the 
National Environmental Policy Act of 
1969, 42 U.S.C. 4332. The Finding of No 
Significant Impact is available for public 
inspection and copying during regular 
business hours in the Office of the Rules 
Docket Clerk, Room 10276, 451 Seventh 
Street, SW., Washington DC 20410. 

Under 5 U.S.C. 605(b) (the Regulatory 
Flexibility Act), the Undersigned hereby 
certifies that this rule will not have a 
significant economic jmpact on a 
substantial number of small entities 
because the rule makes no substantive 
change in existing procedures 


associated with the Executive Order on 


Nondiscrimination and Equal 
Opportunity, but merely conforms its 
coverage to the revisions contained in 
Executive Order 12259. 

This rule was listed as item number 
943 in the Department's Semi-annual 
Agenda of Regulations published on 
October 29, 1985 (50 FR 44166, 44206) 
under Executive Order 12291 and the . 
Regulatory Flexibility Act. 

The Catalog of Federal Domestic 
Assistance Program number and titles 
are: 14.400, Equal Opportunity in 
Housing; and 14.401, Fair Housing 
Assistance Program. 
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List of Subjects in 24 CFR Part 107 


Administrative practice and 
procedure, Fair housing, Loan 
programs—housing and community 
development. 


Accordingly, 24 CFR Part 107 is 
amended as follows: 


PART 107—NONDISCRIMINATION 
AND EQUAL OPPORTUNITY IN 
HOUSING UNDER EXECUTIVE ORDER 
11063 


1. The authority citation for Part 107 
continues to read as follows: 


Authority: Sec. 7(d) of the Department of 
Housing and Urban Development Act, 42 
U.S.C. 3535{d); Executive Order 11063, Equal 
Opportunity in Housing, issued November 20, 
1962 (27 FR 11527); Executive Order 12259, 
Leadership and Coordination of Fair Housing 
in Federal Programs, January 6, 1981 (46 FR 
1253). : 

2. Paragraphs (a) and (b) of § 107.30 
are revised to read as follows: ° 


§ 107.30 Recordkeeping requirements. 

(a) All persons receiving assistance 
through any program or activity of the 
Department involving the provision of 
housing and related activities subject to 
Executive Order 11063 shall maintain 
racial, religious, national origin and sex 
data required by the Department in 
connection with its programs and 
activities. 

(b) All lenders participating in 
Departmental mortgage insurance 
programs, home improvement loan 
programs, GNMA mortgage >urchase 
programs, or special mortgage 
assistance programs, shall maintain 
data regarding the race, religion, 
national origin and sex of each 
applicant and joint applicant for 
assistance with regard to residential 
property and related facilities. Racial 
data shall be noted in the following 
categories: American Indian/Alaskan 
Native, Asian/Pacific Islander, Black, 
White, Hispanic. If an applicant or joint 
applicant refuses to voluntarily provide 
the information or any part of it, that 
fact shall be noted and the information 
shall be obtained, to the extent possible, 
through observation. Applications shall 
be retained for a period of at least 
twenty-five (25) months following the 
date the record was made. 


* . * ” * 

Dated: December 17, 1985. 
Antonio Monroig, 
Assistant Secretary for Fair Housing ana ~ 
Equal Opportunity. 
[FR Doc. 85-30378 Filed 12-23-85; 8:45 am] 
BILLING CODE 4210-28-M 


BEST COPY AVAILABLE 
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DEPARTMENT OF THE TREASURY 
Internal Revenue Service 


26 CFR Parts 1 and 602 
([T.D. 8061] 


Fringe Benefits; Listed Property; 
Reporting and Recordkeeping 
Requirements; Temporary; Correction 


AGENCY: Internal Revenue Service, 
Treasury. 
ACTION: Correction to temporary rule. 


SUMMARY: This document contains a 
correction to the Federal Register 
publication on Wednesday, November 6, 
1985, beginning at 50 FR 46006 of the 
temporary regulations which were the 
subject of Treasury Decision 8061. T.D. 
8061 relates to revised recordkeeping 
requirements with respect to listed 
property and taxation of fringe benefits. 
EFFECTIVE DATE: The temporary 
regulations relating to the substantiation 
requirements of section 274(d) {§§ 1.274- 
5T and 1.274-6T) that are the subject of 
this correction are effective for taxable 
years beginning after December 31, 1985. 
FOR FURTHER INFORMATION CONTACT: 
Carroll Yue of the Legislation and 
Regulations Division, Office of Chief 
Counsel, Internal Revenue Service, 1111 
. Constitution Avenue, NW., Washington, 
DC 20224. (Attention: CC:LR:T). 
Telephone 202-566-3935 (not a toll-free 
call). , 
SUPPLEMENTARY INFORMATION: 


Background 


On November 6, 1985, the Federal 
Register published temporary 
regulations (50 FR 46006) under section 
274 of the Internal Revenue Code of 1954 
(Code), relating to the substantiation 
requirements with respect to certain 
“listed property.” Section 179 of the Tax 
Reform Act of 1984 (the 1984 Act) 
amended Code section 274 to provide 
that no deduction or credit shall be 
allowed with respect to “listed 
property” (as defined in Code section 
280F(d)(4)), unless the taxpayer 
substantiated any deduction or credit 
with “adequate contemporaneous 
records.” Temporary regulations were 
published in the Federal Register on 
October 24, 1984, and February 20, 1985 
(49 FR 42701 and 50 FR 7038), providing 
guidance for taxpayers affected by the 
requirement to maintain adequate 

‘ contemporaneous records for taxable 
years beginning after December 31, 1984. 
Section 1 of the Repeal of 
Contemporaneous Recordkeeping 
Requirements Act (the 1985 Act) 
amended Code section 274 to provide 
that any deduction or credit with respect 


to listed property must be substantiated 
by adequate records or sufficient 
corroborative evidence and repealed 
any regulations issued to carry out the 
amendments made to section 274 by the 
1984 Act. T.D. 8061, in part, clarified the 
types of records that are generally 
necessary to substantiate any deduction 
or-credit with respect to listed property. 

Under the Explanation of Provisions 
section in the preamble to T.D. 8061, the 
discussion concerning the substantiation 
requirements for reimbursement 
arrangements and mileage allowances 
that begins at the top of the 2nd column 
of text on page 46009 advises employers 
and employees fo consider the effect of 
the limitations on annual depreciation 
deductions imposed by section 280F of 
the Code on arrangements by which 
employers reimburse employees at the 
standard mileage rate for expenses 
incurred by employees who use their 
own automobiles in connection with 
their employers’ businesses. This notice 
removes the last two paragraphs of that 
discussion. 

If an employee who uses his own 
automobile in connection with his 
employer's business chooses to use the 
standard mileage rate to compute an 
allowable deduction for transportation 
expenses paid or incurred on behalf of 
his employer, the employee is deemed to 
have made an election to exclude his 
automobile from the Accelerated Cost 
Recovery System under section 168(e)(2) 
of the Code. (See Rev. Proc. 82-61, 1982- 
2 C.B. 849, as modified by Rev. Proc. 83- 
74, 1983-2 C.B. 593, Rev. Proc. 84-72, 
1984-2 C.B. 735, and Rev. Proc. 85-49, 
1985-40 LR.B. 26.) If the automobile is 
not recovery property, it is not subject to 
the limitations imposed by section 280F. 
In determining the amount of a 
deduction at the standard mileage rate, 
the employee need not establish that use 
of the automobile was for the 
convenience of the employer and 
required as a condition of employment. 
If the employer reimburses the employee 
for transportation expenses at the 
standard mileage rate, the 
reimbursement would, therefore, not 
exceed the employee's deductible 
expenses and would not result in 
income to the employee. 


Need for Correction * 


As published, Treasury Decision 8061 
contained an error in the preamble to 
the temporary regulations in the 
discussion of reimbursement 
arrangements and mileage allowances 
that begins at the top of the 2nd column 


-of text on page 46009. 


Correction of Publication 


Accordingly, in the publication of 
Treasury Decision 8061, which was the 
subject of FR Doc. 85-26358, (November 
1, 1985), under the reimbursement 
arrangements and mileage allowances 
discussion that begins on page 46009, 
2nd column, the 3rd and 4th paragraphs 


_ are removed. 


Peter K. Scott, 

Director, Legislation and Regulations 
Division. , 

[FR Doc. 85-30325 Filed 12-23-85; 8:45 am] 
BILLING CODE 4830-01-M 


DEPARTMENT OF DEFENSE 
Office of the Secretary 
32 CFR Part 166 


Defensé Contracting; Reporting 
Procedures on Defense Related 
Employment 


AGENCY: Office of the Secretary of 
Defense, DoD. 


ACTION: Final rule. 


SUMMARY: This rule is the fiscal year 
1985 update of the section listing DoD 
contractors receiving negotiated 
contract awards of $10 million or more. 
The regulation is published to comply 
with the provisions of Section 1, Pub. L. 
97-295, October 12, 1982; 10 U.S.C. 2397. 


EFFECTIVE DATE: September 30, 1985. 


FOR FURTHER INFORMATION CONTACT: 
Mr. J.R. Sungenis, Director for 
Information Operations and Reports, 
Washington Headquarters Services, 
1215 Jefferson Davis Highway, Suite 
1204, Arlington, VA 22202-4302. 
Telephone (202) 746-0334. 


SUPPLEMENTARY INFORMATION: In FR 
Doc. 70-15848 appearing in the Federal 
Register on November 25, 1970 (35 FR 
18040), the Office of the Secretary of 
Defense published a final rule 
establishing criteria, prescribing 
procedures, and assigning 
responsibilities for monitoring 
contracting within the Department of 
Defense. Subsequently, paragraphs (a) 
and (d) of § 166.11, which constitute the 
list of DoD contractors receiving 
negotiated contract awards for $10 
million or more, were updated for fiscal 
years 1971 (36 FR 18464); 1972 (37 FR 
18727); 1973 (38 FR 25990); 1974 (39 FR 
32985); 1975 (40 FR 44135); 1976 (41 FR 
20466); 1977 (43 FR 1617); 1978 (44 FR 
3049); 1979 (44 FR 75631); 1980 (45 FR 
83486); 1981 (46 FR 60821); 1982 (47 FR 
56847); 1983 (48 FR 55728); and 1984 (50 
FR 77). 
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1. The authority citation for 32 CFR 
Part 166 continues to read as follows: 


Authority: Sec. 410, 83 Stat. 210; 50 U.S.C. 
1436. 


.: Accordingly, § 166.11 is revised to 
read as follows: 


§ 166.11. Department of Defense 
contractors receiving negotiated contract 
awards of $10 million or more. 
Fiscal Year 1985: 

3 A Industries, Inc. 

A & S Tribal Industries 

AAI Corp. 

ACS Construction Co. of Miss. 


AT &T Information — 

AT & T Technologies, Inc. 

A V W Electronic Systems, Inc. 

Abbott Products, Inc. 

Abex Corp. 

Accent General, Inc. 

Accudyne Corp. 

Action Mfg. Co. 

Accurex Corp. 

Addsco Industries, Inc. 

Advance Computer Communications 

Advanced Marine Enterprises 

Advanced Technology, Inc. 

Aero Corp. 

Aerojet General Corp. 

Aerojet Strategic Propulsion ° 

Aerojet Tactical Systems 

Aerojet Techsystems 

Aeroquip Corp. 

Aerospace Corp., The 

Aerospace Technologies, Inc. 

Alascom, Inc. 

All Bann Enterprises, Inc. 

Allen Corp: of America 

Alliance Properties, Inc. 

Allied Signal Corp. 

Allis Chalmers Distribution Svc. 

Altama Delta Corp. 

Alvarado Construction, Inc. 

Amber Refining, Inc. 

Amerada Hess Corp. 

American Airlines, Inc. 

American Automar, Inc. 

American Cyanamid Co., Inc. 

American Development Corp. 

American Electronic Laboratories, Inc. 

American Express Co. 

American Management Systems, Inc. 

American President Lines, Ltd. 

American Safellite Co. 

American Systems Corp. 

American Telephone & Telegraph Co. 
‘American Trans Air, Inc. 

Amertex Enterprises, Ltd. 

Ametek, Inc. 

Amex Systems, Inc. 

Amoco Corp. 

Ampex Corp. 

Amron Corp. 

An.star Technical Products Co. ~ 

Analysis & Technology, Inc. 

Analytic Sciences Corp., The 

Analytic Services, Inc. 

Analytical Systems Engnr. Corp. 

Analytics, Inc. 

Anderson, Arthur & Co. 


Arcwel Corp 


Argosystems, Inc. 

Arinc Research Corp. 

Arkla, Inc. 

Arrow Airways, Inc. 

Aryana Corp. 

Ashland Oil, Inc. 

Assurance Technology Corp. 
Astronautics Corp. of America 
Atlantic Dry Dock Corp. 
Atlantic Marine, Inc. 

Atlantic Research Corp. 
Atlantic Richfield Co. 

Atlas Processing Co. 

Austin Co., The 

Automated Data Management, Inc. 
Automated Machine Products, Inc. 
Automated Sciences Group, Inc. 
Automation Industries, Inc. 
Avco Corp. 

Avondale Shipyards, Inc. 

Aydin Corp. 

Ayer N W, Inc. 

BB N Communications Corp. 
BDM Corp. 

B D M International, Inc. 

BE I Electronics, Inc. 

BP North America Petroleum, Inc. 
BSI Corp. 

Ball Corp. 

Baltimore Gas & Electric Co. 
Barnes & Reinecke, Inc. (Del.) 
Bataco Industries, Inc. 

Bates, Ted Worldwide, Inc. 
Bath Iron Works Corp. 

Battelle Memorial Institute 


_ Bay City Marine, Inc. 


Bay Tankers, Inc. 


‘Beacon Oil Co. 


Beech Aerospace Services, Inc. 
Beech Aircraft Corp. 
Bell Aerospace Textron 

Bell Helicopter—Boeing, JV 
Bell Helicopter Textron, Inc. 
Bell Telephone Labs, Inc. 
Bellevilie Shoe Mfg. Co. 
Bendix Corp., The 

Bendix Field Engineering Corp. 
Beretta USA Corp. 

Beta Systems Velco Filter 
Betac Corp. 

Bethlehem Steel Corp. 
Blue Cross & Blue Shield of RI 
Blue Cross of Washington & Alaska, Inc. 
Bodenhamer Building Corp. 
Boeing Aerospace Co. 

Boeing Co., The 

Boeing Computer Services 
Boeing Technical Operations 
Bolt Beranek & Newman, Inc. 
Booz Allen & Hamilton, Inc: 
Borg Warner Corp. 

Brunswick Corp. 

Bulova Systems & Instruments Corp. 
Bunker Ramo Corp. 

Burnside Ott Aviation Training Center 
Burroughs Corp. 

Butler Associates, Inc. 

Butt & Head, Inc. 

C3, Inc. 

CAS, Inc. 

C Construction Co., Inc. 

C DI Marine Co. 

CF M International, Inc. 

UF S Air Cargo 

CAC, Inc. 

CACI, Inc. Federal 


Caddell Construction Co., Inc. 
Cadillac Gage Co. 

Calcasieu Refining Co., Inc. 
California Microwave, Inc. 
California Pacific Associates 
Calspan Corp. 

Caltex Oil Products Co. 
Caltex Petroleum Corp. 
Campbell Soup Co. 

Carbon Hill Mfg. Co. 
Carnation Co. 

Carnegie Mellon University 
Carolina Power & Light Co. 
Case, J I Co. 

Caterpillar Tractor Co. 

Cates Construction, Inc. 
Centra! Gulf Lines, Inc. 
Century Brass Products, Inc.’ 
Cerberonics, Inc. 

Cessna Aireraft Co., Inc. 
Chamberlain Mfg. Corp. 
Chaparral Industries, Inc. 
Charles Stark Draper Laboratories, Inc. 
Chevron USA, Inc. 
Chromailoy American Corp. 
Chrysler Corp. 

Cincinnati Electronics Corp. 
Cleveland Pneumatic Co. 
Coastal Dry Dock & Repair Cotp, 
Coastal Industries; Inc. 
Coastal Refining & Marketing 
Cobro Corp. 

Coca Cola Co. 

Colt Industries, Inc. | 
Columbia Research Corp. 
Comarco, Inc: 


. Command Control & Communications 


Corp. 
Cunpaiateation Mfg. Co. 
Comptek Research, Inc..: 
Computer Sciences Corp. 


' Computervision Corp. 


Comsat General Corp. 

Conner Brothers Construction Co. 
Conoco, Inc. 

Container Research Corp. 

Contel Page Systems, Inc. 
Continental Maritime San Diego 
Control Data Corp. 

Cornell University 

Coronado Technology, Inc. 

Crane Co. 

Cray Research, Inc. 

Cubic Corp. 

Cummins Engine Co., Inc. 

Curtiss Wright Corp. 

Dart & Kraft, Inc. 

Dart Industries, Inc, 
Dataproducts New England, Inc. 
Dawson Construction Co., Inc. 
Day & Zimmerman, Inc. 

Day & Zimmerman, Inc. & Basil, FE {V 
Dayron Corp. 

Defense Research, Inc. 

Del Mfg. Co., Inc, 

Del Monte Corp. 

Delta Industries, Inc. 

Designers & Planners, Inc. 
Developmental Sciences, inc. 
Devils Lake Sioux Mfg. Corp. 
Dewey Electronics Corp. 
Diagnostic Retrieval Systems, Inc. 
Diamond Shamrock Chemicals Co. 
Digital Equipment Corp. 

Dresser Industries, Inc. 

Dual Motors, Inc. 
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Dun & Bradstreet. Corp. : 

Dynalectron Corp. 

Dynamac Corp. ..: i: 

Dynamic Industries Corp. 

Dynamic Systems, Inc. ...-.. 

Dynamics Corp. of America 

Dynamics Research Corp. 

E Systems, Inc. . 

E G & G Washington Analytical Services 
Center 

ESL, Inc. 

Eagle Technology, Inc. | . 

Eastman Kodak. Co. 

Eaton Corp. 

Edcar Industries, Inc. 

Edo Corp. 

Educational Computer Corp. 

E! Paso Electric Co. 

Electro Methods, Inc. 

Eiectronic Data Systems Corp. 

Electrospace Systems, Inc. 

Emco. Inc. 

Emerson Electric Co. 

Engineered Air Systemis, Inc, 

Engineering Research, Inc. 

Enginetics Corp. 

Environmental Elements Corp. 

Environmental Research Institute, 
Michigan 

Essex Corp. ; 

Evaluation Research Corp: 

Evergreen Intl. Airlines ~ - 

Ex-Cell-O Corp. 

Exxon Co. U.S.A. 

Exxon Corp. 

F MC Corp. 

F N Mfg., Inc. 

Fairchild Industries, Inc: 

Fairchild Weston Systems, Inc. 

Falcon Systems, Inc. 

Farmers Union Central 

Farrell Lines, Inc. 

Federal Cartridge Corp. 

Federal Data Corp. 

Federal Data System Corp. 

Federal Electric Corp. 

Figgie International, Inc.- : 

Flight Systems, Inc: 

Florida Power: & Light Co 

Flow General, Inc. 

Flying Tiger Line, Inc., The 

Ford Aerospace & Communications - 

Four Phase Systems, Inc. 

Freedom Industries, Inc. .' 

G &M Oil Co., Inc. 

GKS, Inc. 

G T E Communications Systems Corp. 

G TE Products Corp., Del. 

G TE Service Corp. 

G TE Sylvania, Inc. 

Garrett Corp., The 

Gary Refining Co. 

Gates Learject Corp. 

Gayston Corp. 

General Defense Corp.. 

General Dynamics Corp. 

General Dynamics Land Systems 

General Electric Co. f 

General Foods Corp. 

General Instrument Corp., Del. 

General Motors Corp. 

General Research Corp. 

General Ship Corp. 

General Signal Corp. 

Gentex Corp. 

Geodynamics Corp. 


Georgia Technical Research Corp. 
Getty Oil Co. 

Giant Industries, Inc. 

Gladieux Refinery, Inc. 

Global Associates, A Joint Venture 
Golden Mfg. Co., Inc. 

Goodrich, B FCo., The 
Goodyear Aerospace Corp. 
Goodyear Tire & Rubber Co. 
Goolsby Building Corp. 

Gortons of Gloucester 

Gould Defense Systems, Inc. 
Gould, Inc. 

Greenhut Construction Co., Inc. 
Grey Advertising, Inc. 
Grumman Aerospace Corp. 

Gulf & Western Industries, Inc. 
Gulf Refining & Marketing 

Gulf Stream America Corp. 

Gulf Too! Corp, 

H & H Meat Products, Inc. 

H LJ Construction & Mgt. Group 
H RB Singer, Inc. 

H R Textron, Inc. 

Halter Marine, Inc: * 
Hamilton Technology, Inc. 
Harley Davidson.Motor Co., Inc. 
Harris Corp. 

Harsco Corp. 

Hawaiian Electric Co., Inc. 
Hawaiian Independent Refinery 
Hawaiian Telephone Co. 

Hayes International Corp. 
Hazeltine Corp. 

Heckethorn Mfg. Co. 

Hansel Phelps Construction Co: 
Hercules, Inc. 

Hess Oil Virgin Island Corp. 
Hewlett Packard Co. 
Hollingsworth, John R. Co. 
Holmes & Narver, Inc. 

Holmes & Narver Services Co., Inc. 
Holston Defense Corp. 
Honeycomb Co. of America 
Honeywell, Inc. 

Honeywell Information Systems 
Horizons Technology, Inc. 
Howell Corp. 


Howmet Turbine Components Corp. ° 


Hudson Institute, Inc. 

Hughes Aircraft Co. 

Hughes Communication Services 
Hunt Qi} Co. 

Hycor, Inc. 

Hydraulics International, Inc. 
Hyster Co. 

ICI Americas, Inc. 

11 T Research Institute 

IT T Avionics & Westinghouse JV 
I T T Corp. 

Inco, Inc. 

Industrial Acoustics Co. 
Informatics General Corp. 
Information Spectrum, Inc. 
Ingersoll Rand Co. 

Institute for Defense Analyses 
Integrated Systems Analysts. 
Intercontinental Mfg. Co., Inc. 
Interlisearch 

Intermetrics, Inc. 

Intermountain Construction Co. 
Intermouth International Oil, Inc. 
International Business Machines 


International Terminal Operating Co, 


Interstate Electronics Corp. 
Irvin Industries, Inc. 


Israel Aircraft Industries 

Itek Corp. 

Jacksonville Shipyards, Inc. 

Jaycor 

Jersey Central Power & Light Co. 

John-Hopkins University 

Jones Group, Inc., The 

Jowett, Inc. 

JR Son, Inc. 

Jungclaus Campbell Co., Inc. 

K DI Precision Products, Inc. 

Kaiser Aerospace & Electronics Co. 

Kaiser, Henry J., Co. 

Kaman Aerospace Corp. 

Kaman Sciences Corp. 

Kansas Power & Light Co., Inc. 

Keco Industries, Inc. 

Kemenash, D. & Associates, Inc. 

Kenco Refining Inc. 

Kern Oil and Refining Co. 

Key Airlines, Inc. 

Kidde, Inc. 

Kisco Co., Inc. 

Koch Fuels, Inc. 

Kollmorgen Corp. 

Kvass Construction Co., Inc. 

L'S I Avionic Systems Corp. 

LT V Aerospace & Defense Co. 

LT V Corporation, The 

Laguna Industries, Inc. 

Laketon Refining Corp. 

Landoll Corp. 

Lanson Industries, Inc. 

Lear Siegler, Inc. 

Lewis Management Services Co. 

Libby Corp. 

Lite Industries, Inc. 

Little, Arthur D., Inc. 

Litton Industries, Inc. 

Litton Systems, Inc. 

Lockheed Corp. 

Lockheed Electronics Co., Inc. 

Lockheed Missiles & Space Co., Inc. 

Lockheed Shipbuilding & Construction 

Lockley Mfg. Co., Inc. — 

Loggins Meat Co. 

Logicon, Inc. 

Logistics Management Institute 

Loral Electro Optical Sys. ° 

Loral Electronics Corp. 

Louis J. Sportswear, Inc. 

Louisville Gas & Electric Co., Inc. 

Lucas Industries, Inc. 

Lundy Electronics & Systems, Inc. 

Lykes Bros. Steamship Co., Inc. 

M/A Con, Inc. 

M/A Com Linkabit Corp. 

Mac HB, Inc. 

Magnavox Advance Products System Co. 

Magnavox Government & Industrial 
Electronics Co. 

Maitland Bros., Co. 

Management & Technical Services Co. 

Mantech International Corp. 

Mapco. Inc. 

Mapco Petroleum, Inc. 

Mar, Inc. 

Maremont Corp.. 

Marine Transport Lines, Inc. 

Marinette Marine Corp. 

Marquardt Co., Inc. 

Martin Marietta Corp. 

Martin Marietta, Diehl Co’s., Thorn & 
Thomson, JV 

Martin Marietta Ordnance Systein 
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Marvin Engineering Co.., Inc. . 
Mason & Hanger Silas Mason Co,, Inc. . 
Mason Chamberlain, Inc. 
Massachusetts oe of Technology 
Maxima Corp., Th 

Maxwell pebeiaterias ine. ; 

McCarty Corp., The... 

McDonnell Douglas Corp. 

McDonnell Douglas Helicopter 
‘McLaughlin Research Corp. 
McMullen, John J. Associates, Inc. 
McRae Industries, Inc. 

Merck & Co., Inc. 

Metal Trades, Inc. 

Metro Machine Corp. 


. Michael Industries, Inc. 


Michelson Organization 
Microwave Laboratories, Inc. 
Midland Ross Corp. 

‘Milcom Systems Corp. 

Miltope Corp. ' 

Mine Safety Appliances.Co. 
Minnesota Mining & Mfg. Co. 
Minowitz Mfg. Co., Inc. 

Mission Research Corp. 

Mit Con; Inc. : 

Mitre Corp., The 

Mitsui & Co. USA, Inc. 

Mobil Oil Corp. 

‘Moog, Inc, 

Morton Thiokol, Inc. 

Moss Point Marine, Inc. 
Motorola, Inc. 

Murdock Engineering Co., Texas 
NCR Corp. 

N I Industries, Inc. 

N I West, Inc. 

N L Industries, Inc. 

Nabisco Brands, Inc. : 
National Airlines, Inc., Del. 
National Power Corp. 

National Steel & Shipbuilding Co: 
National Systems Management 

. Navajo Refining Co. 

Needham, Inc. 

Nero & Associates, Inc. 

New Mexico State University 
Newberg Brinderson, A Joint Venture 
Newhall Refining Co., Inc. 
Newport News Shipbuilding & Dry Dock 
, Co. 

Nichols Research Corp., Inc, 
Nordam 

Norden Systems, hic. 

Norfolk Shipbuilding & Dry Dock Corp. 
North American Philips Corp. 
North Atlantic Industries, Inc. 
Northern Telecom, Inc., Del. 
Northrop Corp. 

Northrop Services, Inc. 


Northrop Worldwide Aircraft Services, Inc. 


Northwest Airlines, Inc. 
Northwest Marine Iron Works 
Nuclear Metals, Ine. 
OA OCorp. 

ORL Inc. 

Ocean Technology, Inc. 
Ogden Bulk Transport, Inc. 
Olin Corp. 

Omni Spectra, Inc. 

Optic Electronic Corp. 
Oshkosh Truck Corp. 

P PG Industries, Inc. 

PRB Associates, Inc. 

P SI Mobile Products, Inc. 
Paccar, Inc. 


Pacer Systems, Inc. 

Pacific Construction 

Pacific Refining Co. 

Pacific Sierra Research Corp. 

Pan American World Airways, Inc. 
Pan American World Services, Inc. 
Papago Chemicals, Inc. 

Parker Hannifin Corp. 
Parsons, Ralph M. Co., The 
Pennsylvania Shipbuilding Co. 
Pennsylvania State University 
Perceptronics, Inc. 

Percor, Inc. 

Perkin Elmer Corp., The 

Peterson Builders, Inc. 

Phibro Salomon, Inc. 

Philip Morris, Inc. 

Philips Electronic --dessupegarndd 
Phillips Petroleum Co. 

Physics International Co... 


. Picker International, Inc. 


Planning Research Corp, 
Pneumo Corp. 

Polorn Producté-Bloomsberg, Inc. 
Potomac Eleetric Power Co. 
Power Conversion, Inc. - 
Presearch, Inc. 

Pride Refining, Inc. 

Proétor & Gamble Co., The 
Propper International, Inc. 
Prudential Lines, Inc. 

Public Service Co. of New, Mexico . 
Puerto Rico Sun Oil Company, Inc. 
Purdy Corp. : 
Purvis Systems, Inc. 

QED Systems, Inc. 

Quality Apparel Co. 

Questech, Inc. 

Quintron Systems, Inc. 

R & D Associates 

RCA Corp 

RCA Global Communications. 


RMI, Inc., Advance Marine 
Radian Corp. 

Rand Corp., The 

Rantoul, Village of 
Raymond Brown Root-Mowlin 
Raymond Engineering, Inc. 
Raytheon Co. 

Raytheon Service Co., 
Refinery Associates, Inc. 
Reflectone, Inc. 

Remington Arms Co., Inc. . 
Resource Consultants, Inc. 
Rexon Technology Corp. 
Reynolds, R J Industries, Inc. 
Reynolds, R J Tobacco Co. 
Roberts, J R Corp. 

Rockwell International Corp. « 
Roebbelen Engineering 

Rohr Industries, Inc. 
Rolls-Royce, Inc. 

Rolm Corp. 

Rosemount, Inc.. - 
Rosenblatt, M & Son, Inc. 
Ryan & Associates, Inc. 
Ryan Walsh Stevedoring Co. 
S Cubed 

S CI Systems, Inc. 

S K F Industries, Inc. 

S M S Data Products Group, Inc. 
S R I International 

Saft America, Inc. 

Sage Systems, Inc. 


San Antonio, City of. 
Sanders Associates, Inc. . . 
Santa Barbara Research Center: - 


, Sargent Fletcher Co. 
Sargent Industries of Del., Ine. 


Scallop Corp. 


‘Scanoil International S A Inc. vs 


Schafer, W J Assoeiates, Inc. 
Science Applications Intnl., Inc. 
Scientific Atlanta, Inc. |. ' 
Scientific Support Systems 


Sea Land Service, Inc. 


Sea Mobility, Inc. 
Selma Apparel Corp. 
Semcor Corp. 

Serv Air, Inc. 

Service Engineering Co. 
Shell Oil Co. 


‘Sheller Globe Corp. 


‘Siémens Capital Corp. 


’ ‘Sierra Research Corp. 


Simmonds Precision Products 
Simplex Wire & Cable Co. © : 
Sinclair Marketing, Inc. 

Singer Co., The 

Sippican, Inc. 

Smith Industries 

Softech, Inc. 

Sohio Supply Co. 

Solar Turbines, Inc. 

Soltek of San Diego 
Sonicraft,Inc. «| ' 
Sooner Defense of Florida, Inc. 
South Carolina Electric & Gas Co. 
South Central Bell Telephone Co. 
Southeast Machine Co. 

Southern Air Transport, Inc. 
Southern Dredging Co., Inc. 
Southern Union Co. 

Southwest Marine, Inc. ‘ 
Southwest Research Institute: - 
Southwestern Bell i aeenens Co. 
Space Communication Co. 
Space Data Corp, 

Sparta; Inc. 

Sparton Corp. 

Spears Associates, Inc. 

Sperry Corp. 

Standard Container Co. 
Standard Mfg. Co. 

Stanford, Leland Jr., University 
Stanford Telephone, Inc. . 
Stearns, Roger, Inc. 

Steuart Petroleum Co. 

Stewart Warner Corp. 

Sun Chemical Corp. 

Sun Refining & Marketing Co. 
Sundstrand Corp: 

Sundland Refining Corp. 
Superior Engineers Electronic Go, 
Support Systems Associates, Inc. 
Supreme Beef Processors, Inc. 
Survival Technology, Inc. 

Sverdrup Technology, Inc.: 
Swedlew, Inc. 

Swift & Co. 

Sygnetron Protection Systems 
Syscon Corp. 

Systems Development Corp. 
Systematics General Corp, 

Systems & Applied Sciences Corp. 
Systems Management American, Inc. 
Systems Research Laboratories, Inc. | 
T & G Construction Co., Inc. 

TRW, Inc. 


t 
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TSC Corp. 

. T W Oil (Houston), Inc. 

Taurio Corp. 

Techdyn Syetasha Corp. E 

Technology Applications, Inc.” 

Tektronix, Inc." 

Teledyne, Inc. 

Teledyne Industries,- inc: 

Teledyne Microwave -- 

Telephonics-Corp:::: “ 

Telos Computing, ae, 

Tempo, Inc. maT ty 

Tetra Tech., Inc. 

Texaco, Inc. sha 

Texas Instruments, Inc; «** ' 
Texas Power & Light Co. 

Texas, State of 
Therm, Inc. ; 
Thompson, J. Walter Co. 

Tilley Construction & Engineers 
Todd Pacific Shipyards Corp. 
Todd Shipyards Corp. 

Tracor Aerospace Austin, Inc. 
Tracor, Inc. 

Tracor Marine, Inc. - 

Tracor MBA : 
Tradax Petroleum America, ine: 
Trans World Airlines, Inc. 
Transamerica Airlines, Inc. 
Transamerica Delaval, Inc. -: ..: 
Treadwell Corp. 

Trepte Construction Co... 

Tri-Ex Tower Corp 

Triad Microsystems, Inc... . 
Triple A Machine Shop, Inc. . .- 
Turbo Compressor Technologies 
Turtle Mountain Mfg..Go.. 

U S Oil & Refining Co. 

U TL Corp. 

Ultrasystems, Inc. 

Unidynamics Corp. 

Unified Industries, Inc. 

Union Carbide. Corp. 

Union Oil Co. of California 
Uniroyal, Inc. 

United Airlines Aircrew Training .; _ 
United Chem Con Corp. ‘ 
United States Lines, Inc. 
United Technologies Corp. a 
United Technologs Auto Holdings ,, 
United Telecontro! Elect., Inc... 
Universal Energy System, Inc. 
Universal Hydraulics, Inc, . 
Universal Maritime Service 
University of California 
University of Dayton 

University of Illinois 

University of Maryland, Inc. 
University of New Mexico, The ., 


University of Southern California | .. a 


University of Texas System 
Usibelli Coal Mine, Inc, 
Utah Power & Light Co. 
Utah State University 
VSECorp. 

Valleydale Packers, Inc. 
Valmac Industries, Inc. 
Varian Associates, Inc. _ 
Varo, Inc. 

Veda, Inc. 

Verac, Inc. 

Vessel Charters, Inc. 
Vickers, Inc. | 

Vitro Corp. 

Voest Alpine Trading USA Corp. 
W F Industries 


Walters E & Co., Inc. BS 
Wang Laboratories, Inc. 
Wardoco, Inc; 
Washington, eae ee of. 
Watkins Johnson. Co.. , 
Wedtech Corp. ' 
Welico Enterprises, Inc. 
‘ West Systems 
Western Gear Corp. : 
Western Research Corp. 
Western Trading Co. 
Western Union International 
Western Union Telegraph Co7 
Westinghouse Electric Corp. 
White Engines, Inc. 
Whittaker Corp. 
Williams International Corp. 
- Williams Steel. Industries; Inc. 
Wilson Machine Co. 
Winfield Mfg. Co., Inc. 
Wisconsin Physicians Service Insurance 
Wolf, L Co. 
Woods Hole Oceanographic Institute 
Woodward Governor Co;,  ...:,; ;.- 
World Airways, Inc. 
Wyoming Refining Co.. 
Xerox Corp. 
Zantop International Airlines, Inc: 
Zenith Electronics Corp. 
Patricia H. Means, «- *-- + -' 
OSD Federal Register Liaison n Office 
Department of Defense. ae 
December 18; 1985." 
[FR Doc. 85-30338 Filed 12-23-85; 8:45:am] 


BILLING CODE 3810-01-M 


Department of the Army 


32 CFR Part 584 
TArmy Req. 608-99] 


Family Support, Child Custody, and 
Paternity 


AGENCY: U.S. Army Community a 
Family Support. Center, DoD... 


ACTION: Final rule. 


SUMMARY: This rule gives-the 
Department of the Army’s support, 
custody, and paternity policies and 
information on garnishment and 
involuntary allotments for payment of 
support under a court order, It includes 
guidance for processing complaints and - 
claims, as well as requests regarding 
adoption proceedings of children of 
Army soldiers, and U.S. citizenship __ 
determinations. It provides a listing of 
administrative and punitive actions that 
may be taken against an Army soldier 
for failure to comply with the 
requirements of Army Regulation 608- 
99. Procedures for processing complaints 
and claims against nonactive duty or 
discharged Army personnel are also 
provided. 


DATE: December 24, 1985. 


ADDRESS: Commander, U.S. Army. . 
Community and Family Support Center 


BEST COPY AVAILABLE 
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(DACF-IS-PA), Room 468, Hoffman I, 
2461 Eisenhower Avenue, Alexandria, 
VA 22331-0522. ; 
FOR FURTHER INFORMATION CONTACT: | 
LTC Milton J. Brokaw, {202} 325-8951. 


SUPPLEMENTARY INFORMATION: 32 CFR’ 
Part 584 is added to’show’the ‘= 
Department of the Army's suppoit, 
custody, and paternity policies. Army 
Regulation 608-99 applies to the Regular 
Army, the U.S. Army Reserve (USAR) 
on active duty, active duty for training, 
or official active duty for training (30 + - 
days or more duration), and the Army 
National Guard of the United States 
(ARNGUS) on active duty, active duty 
for training, or special active duty for 
training under title 10, U.S.C. (30 days or 
more duration). It does not apply to 
members of the USAR performing 
inactive duty training or to members of 
the ARNGUS performing'duty in a State 
status under title 32, U.S.C. Penalties for 
violations of the minimum support 
requirements and child custody' 
provisions include the full range of 
statutory and regulatory sanctions. 


The U.S. Army Community and 
Family Support Center has certified that 
this regulation will ‘not have a’ ; 
significant economic impact on a 
substantial number of sniall entities as 
they are defined in the Regulatory §_ 
Flexibility Act (RFA), 5 U.S.C. 601-612. 

Pursuant to 5 U.S.C. 605(b), the 
regulations, therefore, are exempt from 
the initial and final regulatory flexibility 
analyses requirements of sections 603 
and 604. 

This certification can be made 
because the regulation affects only 
individuals. It will have no significant _ 
economic impact on small entities, i.e... - 
small businesses, small private and 
nonprofit organizations and small 
governmental jurisdictions. 


List of Subjects in 32 CFR Part 584 


Family support, Child custody, 
Paternity claims, Adoption proceedings, 


Citizenship and naturalization, Wages, 


Military personnel. 


Accordingly, new Part 584 is added to 
Title 32 CFR to read as follows: 


PART 584—FAMILY SUPPORT, CHILD 
CUSTODY, AND PATERNITY 


Sec. 

584.1 General 

584.2 Family support and child custody. 

584.3 Paternity claims. 

584.4 Adoption proceedings. 

584.5 U.S. citizenship determinations on 
children born out of wedlock in a foreign 
country. 

584.6 Procedures governing nonactive duty 
or discharged personnel. - 

584.7 Basic allowance for quarters.:: 





Sec. 

584.8 Garnishment. 

584.9 Involuntary allotments, 
Appendix A—References. 
Glossary. 

Authority: 10 U.S.C. 3012. 


§ 584.1 General. 

(a) Purpose. 

This regulation sets forth the 
Department of the Army (DA) policy, 
responsibilities, and procedures on— 

(1) Support and nonsupport of family 
members. 

(2) Child custody. 

(3) Paternity claims. 

(4) Adoption proceedings involving 
the children of soldiers. 

(b) References. Required and related 
publications and prescribed and 
referenced forms are listed in appendix 
A: 


(c) Explanation of abbreviations and 
- terms. Abbreviations and special terms 
used in this regulation are explained in 
the glossary. 

(d) Responsibilities. (1) The Deputy 
Chief of Staff for Personnel will set 
policy for processing— 

(i) Nonsupport complaints. 

(ii) Child custody complaints. 

(iii) Paternity claims. 

(iv) Requests on adoption proceedings 
of children of soldiers. 

(2) The Commanding General (CG), 
U.S. Army Community and Family 
Support Center (USACFSC) will— 

(i) Set procedures for processing the 
following: 

(A) Nonsupport complaints. 

(B) Child custody complaints. 

(C) Paternity claims. 

(D) Requests regarding adoption 
proceedings of children of soldiers. 

(ii) Process nonsupport complaints, 
child custody complaints, and paternity 
claims received at USACFSC regarding 
Army soldiers. 

(iii) Carry out the objectives of this 
regulation to protect the rights of the 
soldier, the family, and the interests of 
the Army. 

(iv) Advise and assist the heads of 
Headquarters, Department of the Army 
(HQDA) agencies, commanders of the 
major Army commands, and other 
commanders on matters pertaining to— 

(A) Nonsupport. 

(B) Child custody. 

(C) Paternity 

(D) Adoption proceedings of children 
of soldiers. 

(3) Officers having general court- 
martial jurisdiction will give special 
emphasis to the support of family 
members in command information 
programs. This includes informing 
soldiers of Army policy and of their 
responsibility to provide adequate 


support for all family members and to 
comply with all court orders. 

(4) First level field grade commanders 
will monitor all instances of soldiers’ 
repeated failure to meet the 
requirements of this regulation that are 
brought to their attention. They will take 
action, when proper. 

(5) Immediate commanders will— 

(i) Ensure that soldiers are informed of 
the DA policy on support of family 
members and that they comply with 
court orders. They will also inform 
soldiers of the possible consequences of 
failing to fulfill financial obligations. 
This information will be included during 
inprocessing and outprocessing 
briefings, particularly during processing 
for mobilization and oversea movement. 

(ii) Process nonsupport complaints, 
child custody complaints, and paternity 
claims per this regulation. ~~ 

(iii) Counsel soldiers when complaints 
and claim are received. If the soldier is 
suspected of criminal conduct, self- 
incrimination protections (article 31, 
Uniform Code of Military Justice (UCMJ) 
and rights advisement) must be 
provided. (See § 584.2(g)(4).) 

(iv) Answer all correspondence 
received from CG, USACFSC and other 
DA officials. In answering this 
correspondence, the commander wil]l— 

(A) Furnish complete details regarding 
nonsupport complaints, child custody 
complaints, and paternity claims. 

(B) Reveal whether or not the soldier 
authorized the release outside the 
Department of Defense (DOD) of 
information obtained from a system of 
records. His or her decision should be 
recorded on DA Form 5459-R 
(Authorization to Release Information 
from Army Records on Nonsupport/ 
Child Custody/Paternity Complaints). 

(v) Answer all correspondence 
received directly from family members, 
legal assistance attorneys, and others. 
Normally, replies will not include 
information obtained from a system of 
records without the soldier's written 
consent. (See § 584.1(f).) Commanders 
may coordinate responses with the Staff 
Judge Advocate (SJA). Also, the 
commander will ask the SJA for 
guidance in unusual or difficult 
situations. 

(vi) Inform the first level field grade 
commander of all instances of the . 
soldier's repeated failure to meet the 
requirements of this regulation or to 
comply with court orders. Also, point 
out actions taken or contemplated to 
correct instances of nonsupport of 
family members or continuing violations 
of court orders. 

(vii) Refer correspondence or queries 
received from news media organizations 
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to the unit, installation, or command» 
public affairs officer for response. 5 

(viii) Take appropriate action against 

soldiers who fail to comply with this 
regulation. These actions include, but 
are not limited to, the actions in . 

§§ 584.1(d)(5)(viii) (A) through (E). 
Failure to comply with the minimum __. 
support requirements (§ 584.2(d)) or the 
child custody provisions (§ 584.2(e)) of 
this regulation may be charged as 
violations of article 92, UCMJ. Article 
132, UCM}, prohibits the making of false 
claims. Article 133, UCMJ, covers 
conduct unbecoming an officer. Article 
134, UCM], concerns dishonorable 
failure to pay debts and conduct of a 
nature to bring discredit upon the 
Armed Forces. Also, the criminal laws 
of some States prohibit the abduction of 
children by a parent or the nonsupport 
of family members in violation of 
existing court orders. These laws may 
also apply against soldiers under article 
134, UCM], and Assimilative Crimes 
Act, section 13, title 18, United States 
Code (18 U.S.C. 13). 

(A) Denial of reenlistment for enlisted 
members (AR 601-280). 

(B) Letter of reprimand for filing in a 
soldier’s Military Personnel Records 
Jacket or Official Military Personnel File’ 
(AR 600-37). 

(C) Administrative separation from 
the service (AR 635-100 or AR 635-200). 

(D) Nonjudicial punishment under 
article 15, UCMJ. 

(E) Court-martial. 

(ix) Urge soldiers to provide 
additional financial support beyond the 
required minimum whether the needs of 
the family so require. 

(x) After coordination with the SJA 
and appropriate command 
representatives, and under applicable 
State, Federal, and host country laws, 
take remedial steps to assist in the 
following: 

(A) Elimination of continuing 
violations of court orders and this 
regulation on child custody. 

(B) Return of such children to the 
parent or guardian entitled to custody. 

(6) The unit, installation, or command 
public affairs officer will— 

(i) Answer correspondence and 
queries received from news media 
organizations. 

(ii) Coordinate with the SJA before 
making any response. 

(e) Policy. (1) Soldiers of the Army are 
required to manage their personal 
affairs statisfactorily. This responsibility 
includes— 

* (i) Providing adequate and continuous 
support to or for family members. (See 
§ 584.2.) 

(ii) Complying with all court orders. 
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(2) The Army has an interest in the 
welfare of both soldiers and their ' 
families. This is recognized by numerous 
laws and programs authorizing the 
following: 

(i) Family housing. 

(ii) Living and travel allowances: 

(iii) Medical care. 

(iv) Child care and development. 

(v)-Community support services, 

(3). Because of military duty, soldiers 
and their families often live in States in 
which they have not established 
: domicile. Frequently, they reside in 
foreign nations, This often places 
soldiers beyond the judicial process of 
State courts. ’ 

(4) The Army recognizes the. transient 
nature of military duty. This regulation 
prohibits the use of a soldier's military 
status or assignment to deny financial . 
support to family members or to evade 
court orders on child support or custody. 
Commanders have a responsibility to 
ensure that soidiers provide for the 
welfare of their families. Before 
recommending approval of requests for, 
or extensions of, oversea assignments, 
commanders should consider whether 
the soldier's oversea assignment will . . 
adversely affect the legal rights of 


family members in pending. court actions : 


against the soldier. 

(5) The policy in this regulation 
regarding the financial support of family 
members is sblely intended as an 
interim measure until the parties— 

(i) Arrive at a mutually satisfactory 
agreement, or 

(ii) Resolve their differences in court. 

{6) Soldiers are entitled to the same 
legal rights and privileges in State courts 
as Civilians. This includes determining 
the extent and amount of their support 
obligations to family members. This 
regulation is not intended to be used as 
a guide by courts in determining the 
following: 

(i) The existence of support 
obligations. 

(ii) The amount of past, present, or 
future support obligations. 

(f) Release of information. (1) Soldiers 
will be provided the opportunity of 
completing DA Form 5459-R before — 
being questioned about compliants or 
claims under this regulation. Information 
voluntarily provided by soldiers may be 
used by commanders to answer 
inquiries. Replies normally will not 
include information obtained from a 
system of records without the soldier's 
written consent. 

(2) Some information may be released 


outside DOD from a system of records .. 


even without the soldier's written 
consent. Under the Privacy Act (5 U.S.C. 
552a(b)(2) and AR 340-21, para 3-3), 
information may be released, if required, 


under the Freedom of Information Act. 
Under 5 U.S.C. 552(b)(6) and AR 340-17, 
chapter III, information from personnel 
and other similar files may be released 
if it does not constitute a “clearly 
unwarranted invasion of privacy.” The 
information released must be in the 
public interest. 

(3) The type of information that may 
be released from a system of records 
without the soldier’s consent will vary 
from case to case. In each case, the 
public interest of having soldiers 
support their families and obey court 
orders-must be balanced against the 
sensitivity of the privacy interests 
involved. Army policy favors permanent 
resolution of support and custody 
matters in court. The denial of 
information that hinders such resolution 
is‘not in the public interest. 

(4) Before releasing information from 
a system of records. without the soldier's 
consent, commanders may consult the 
SJA. Generally, the types of information 
shown below may be released to the 
complaining family member entitled to 
support or those authorized by-the 
family member to act in his or her behalf 
(for-example, legal assistance attorneys, 
Member of Congress, courts, 
Government welfare agencies). 

(i) Présent unit of assignment, 
including port calls and future duty 


assignments, permanent or temporary, if 


own. 

{ii) Scheduled separation and 
retirement dates from the Service. 

(iii) Rank and authorized pay and 
allowances for that grade. 

{iv) Allotments authorized or being 
authorized for or in-behalf of the family 
member entitled to support. 

(v) The soldier's stated intentions, if 
any, regarding resolution of the 
complaint. 

(vi) The general whereabouts of the 
soldier's children, if known. 

(5) The SJA should be consulted for 
legal advice before the residential 
address of a soldier or family member is 
released. 

(6) Any information released should 
be pertinent to the inquiry. The soldier’s 
relationship, if any, to the person 
making the inquiry, should be 
considered. Consistent with the purpose 
of this regulation, information that 
unduly invades the privacy of the 
soldier or his or her family should not be 
released. 

(g) Penalties. Compliance with the 
minimum support requirements 
§ 584.2(d)}) and child custody provisions 
(§ 584.2(e)) of this regulation will be 
enforced by administrative and criminal 
remedies as appropriate. 

(h) Basic allowance for quarters. A 
summary of the rules regarding 
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entitlements to basic allowance for 
quarters (BAQ) is in § 584.7. The 
minimum support requitements of this’ 
regulation are stated in amounts equal 
to a soldier's BAQ at the “with 
dependents” rate. However, a soldier's 
entitlement or lack of entitlement to 
such allowances has no relationship to 
the obligation under this regulation to 
support family members. Except for 

§ 584.2(f)({2)(ii)(B), the actual receipt or 
nonreceipt of BAQ also has no 
relationship to that obligation. 

(i) Entitlement of variable housing 
allowance. Soldiers entitled to BAQ at 
the “with” or “without dependents” rate 
may be entitled to variable housing 
allowance (VHA). Terms for receiving 
VHA are set forth in the Joint Travel 
Regulations, M4550 through M4557. 
Soldiers may use VHA to defray housing 
costs for family members: 

(j) Garnishment. A summary of the 
rules regarding garnishment of Federal 
wages is in § 584.8. 

(k) Involuntary allotments. A 
summary of the rules regarding 
involuntary allotments from pay and 
allowances:is in-§ 584.9. 


§ 584.2 Family support and child custody. 
(a) General. (1) This chapter requires 


- soldiers to provide financial support to 


family members and to obey court 
orders on child custody. It also-provides 
guidance and policy. to commanders to 
follow when resolving nonsupport and 
child custody issues. Consistent with 
specific provisions below, a soldier 
will— 

(i} Furnish financial support to family 
members that meets at least the 
minimum support requirements of this 
regulation (§ 584.2(d)). 

(ii) Provide such additional support 
within his or her financial ability to 
meet the financial needs of family 
members (§ 584.2(j)). 

(iii) Comply with all court-imposed 
obligations (§ 584.2(c){3)). 

(iv) Obey court orders and this 
regulation on child custody and 
visitation rights (§ 584.2(e)). 

(2) It is the responsibility of soldiers to 
resolve nonsupport issues with family 
members by one of the methods shown 
in § 584.2(a)(2){i) through (iii). In all 
cases, Army support policy for family 
members should be considered 
temporary until either an agreement ca 
been reached between the parties 
(including those acting on behalf of. 
minor children) or.court action has been 
taken. 

(i). Oral-agreements: 

(ii): Written support agreements. 

(iii) Court orders. ; 
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(3) Each complaint of nonsupport will 
be considered. individually by the 
soldier’s immediate commander. Alleged 
desertion or other marital misconduct on 
the part of a spouse has no effect on a 
soldier's obligation to provide financial 
support as required by § 584.2(d). 

(b) Separation from family due to 
military service. Military service often 
requires soldiers to live separately from 
their families during oversea service or 
extended temporary duty. Soldiers must 
plan carefully for the support of their 
families during these periods. 
Commanders will educate soldiers and 
their families on the advantages of joint 
bank accounts. Such arrangements 
usually minimize the hardship and 
financial burden on family members that 
may occur during periods of such 
separation. If proper, commanders will 
urge soliders to start an allotment to or 
for their family to ensure continuous 
financial support. The amount of such a 
support allotment should be set up by 
agreement between the soldier and his 
or her family. In the absence of such an 
agreement or a court order, the 
provisions of §584.2(d)(2) apply. Each 
soldier is expected to keep reasonable 
contact with family members to 
minimize inquiries, claims, and 
compliants sent to Army officials. 

(c) Support by oral agreement, written 
support agreement, or court order.—{1) 
Oral agreement. It is not the Army's 
policy to involve itself in disputes over 
the terms or enforcement of oral support 
agreements, Where an oral agreement 
exists and is being followed, the Army 
need not and will not interfere. When a 
dispute arises, the Army will require 
compliance only with the provisions of 
this regulation. Thus, if a family member 
complains that a soldier is not sending 
an agreed upon amount that is less or 
more than the minimum required by 
§ 584.2(d), the commander will advise 
the soldier to either send the agreed 
upon amount or the minimum amount 
required by § 584.2(d). § 584.2(d) applies 
when the parties cannot reach an oral 
agreement or the amount agreed upon is 
in dispute. In appropriate cases, the 
commander can order additional 
support beyond the minimum amount 
required by § 584.2(d). (See §584.2(j).) 

(2) Written support agreement. If the 
parties are separated and have a signed 
written agreement, the amount of 
support specified in such an agreement 
controls. A signed written agreement 
includes a separation agreement or a 
property settlement agreement. A 
written agreement on support also may 
be shown by letters exchanged between 
the parties in which the amount of 
support has been agreed to by the 


parties. If the agreement is silent on an 
amount of spousal and/or child support, 
the interim minimum financial support 
requirements of $584.2(d}(2) apply. The 
amount specified in the written 
agreement will be deemed adequate 
until modified by— 

(i) Another agreement reduced to 
writing and signed by both parties. 

(ii) Court order. 

(3) Court order. 

(i) Court orders often contain other 
financial obligations, such as provisions 
for property division, marital property 
awards, and payment of medical and 
other expenses. Commanders have a 
responsibility to ensure that soldiers 
comply with these provisions. Soldiers 
will comply with all court-imposed 
obligations. Failure to do so may result 
in costly and time-consuming litigation 
or court contempt proceedings. These 
actions often are to the detriment of the 
soldier and the unit's readiness mission. 
§584.2(d)(1)(i), however, only applies to 
court orders directing the soldier to 
provide financial support to family 
members on a periodic basis. 

(ii) Court orders under this regulation 
include those orders issued by the 
courts of the Federal Republic of 
Germany (FRG). The courts must have 
acquired valid jurisdiction consistent 
with the provisions of articles 32 through 
37 of the Supplementary Agreement 
concerning foreign forces stationed in 
the FRG. This agreement supplements 
the North Atlantic Treaty Organization 
Status of Forces Agreement. A soldier 
will comply with all other foreign nation 
court and administrative orders that are 
recognized by treaty or international 
agreement. < 

(iii) Commanders should be aware 
that conditions may have changed 
greatly from when a court order was 
issued. For example, a soldier may have 
gained other family responsibilies. Many 
outstanding and uncontested support 
orders against soldiers cause severe 
hardship. Such orders can only be 
modified by a court. If a soldier's income 
appears inadequate to satisfy an 
outstanding order and stil] maintain the 
soldier, the commander should urge the 
individual to consult a legal assistance 
attorney. However, the soldier will 
comply with the terms of a court order 
until relieved of this obligation by 
modification of the order by a court. 

(d) Minimum support requirements, 
(1) Soldiers will not violate the ~— 
following: 

(i) Financial support provisions of a 
court order. 

(ii) Financial support provisions of a 
written support agreement in the 
absence of a court order. 


(iii) Interim minimum financial 


support requirements of § 584.2(d)(2) in 


the absence of a court order or written 


support agreement. 
(2) In the absence of a court order or 


_ written support agreement, and until 


such an order or agreement is obtained, 
the following interim minimum financial 
support requirements apply: 

(i) Single family units. (A) Family not 
living in Government family quarters. 
The soldier will provide support in an 
amount equal to the soldier's BAQ at the 
with-dependents rate. This amount of 
financial support will be provided for 
this family unit regardless of whether or 
not the soldier is— 

(1) Receiving BAQ. 

(2) Occupying Government family 
quarters. 

(B) Family living in Government 
family quarters. While the supported 
family is occupying Government family 
quarters, the soldier will provide an 
amount equal to the difference between 
BAQ at the with- and without- 
dependents rate. When the supported 
family members move out of 
Government family quarters, support 
will be provided in an amount equal to 
BAQ at the with-dependents rate for the 
soldier's rank. 

(ii) Multiple-family units. In multi- 
family unit support situations, each 
supported family member will receive a 
pro-rata share of the BAQ at the with- 
dependents rate. This share will be 
determined by dividing an amount equal 
to BAQ at the with-dependents rate for 
the soldier's rank by the total number of 
supported family members (excluding 
former spouses). The following 
modifications avply: First, any court 
ordered support will be paid as stated. 
Secondly, supported families living in 
Government family quarters will receive 
an amount equal to the difference 
between BAQ:at the with- and without- 
dependents rate for the soldier's rank. 
Lastly, any remaining family members 
(excluding former spouses) will receive 
a pro-rata share of the BAQ amount. 
This will be provided regardless of the 
amount of support paid to other family 
members. Following are examples: 

(A) Example 1. A soldier is divorced and 
has three children from that marriage. The 
soldier is required by a court order to pay 
$300 per month for the children and $100 per 
month for the former spouse. The soldier has 
remarried and has two more family members 
(spouse and child) living in private housing. 
The soldier now has a total of five family 
members that he or she must support under 
Army policy, (A former spouse does not 
qualify as a family member in pro-rata 
determinations.) The children by the previous 
marriage must receive $300 and the former 
spouse must receive $100 per the court order. 
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The present spouse and child should receive 
support equal to two-fifths of at the 
with-dependents rate for the soldier's rank. 

(B) Example 2. A soldier has one child by a 
previous marriage. There is no court order for 
child support. The soldier is unable to show 
that the court granting the divorce had 
personal jurisdiction over the soldier so as to 
be able to order child support. The soldier 
has remarried and has a spouse and two 
children living in private housing. The soldier 
now has a total of four family members that 
he or she must support under Army policy. 
(These family members are the child by a 
previous marriage and the present spouse 
and two children.) Each family member 
should receive support equal to one-fourth of 
BAQ at the with-dependents rate for the 
soldier’s rank. 

(C) Example 3. A soldier has two children 
by a previous marriage. The soldier is 
required by court order to pay $200 per month 
for these children. Also, the soldier is 
required to pay $75 per month for support of a 
child per a court order that has declared him 
to be the father. He has remarried and has a 
spouse and three children living in 
Government family quarters. The soldier now 
has a total of seven family members that he 
must support under Army policy. The 
children by his previous marriage must 
receive $200 per the court order. His other 
child must receive $75 per the court order. 
The spouse and children of his present 
marriage should receive an amount equal to 
the difference between BAQ at the with- and 
without-dependents rate for the soldier's 
rank. 

(iii) Military members married to one 
another. In the absence of a court order 
or written support agreement, an Army 
soldier is not required to provide 
support to a spouse on active duty in the 
Armed Forces. - 

(iv) Children of military member 
parents. 

(A) Single family units. In the absence 
of a court order or written support 
agreement, the following interim support 
requirements apply: 

(1) Single family units when the Army 
soldier does not have custody of any 
children of the marriage. The Army 
soldier will pay an amount equal to the 
difference between his or her own BAQ 
at the with- and without-dependents 
rate to the military member having 
custody of the child or children of the 
marriage. This amount of financial 
support will be provided regardless of 
which military member, if any, is 
receving BAQ or occupying Government 
family quarters. 

(2) Single family units when the Army 
soldier has custody of the child or 
children of the marriage (for example, 
Army soldier has custody of one child 
and spouse has custody of two 
children). In this situation, the Army 
soldier is not required to provide a 
minimum amount of financial support 
for the children in the other military 
member's custody. 


(B) Multiple-family units. The 
provisions of § 584.2{d){2){ii) apply. 
However, the amount in 
§ 584.2(d)(2)}{iv)(A) will not be 
diminished by proration because of the 
Army soldier's financial support 
obligations to other family members. For 
example: An Army soldier has an 


. adopted child from a prévious marriage. 


The soldier is required by court order to 
pay $150 per month for this child. The 
soldier presently is married to a spouse 
on active duty with the AirForce. They 
have two children from this marriage. 
The Air Force member and children 
reside in private housing. The Army 
soldier has a total of three family 
members that he or she must support. 
The Army soldier will pay $150 a month 
to the adopted child per the court order. 
The children from the present marriage 
will receive an amount equal to the 


’ difference between his or her BAQ at 


the with- and without-dependents rates 
for the Army soldier's rank. 

(3) A commander has no authority to 
excuse a soldier from complying with 
the interim minimum support 
requirements of § 584.2(d)(2) when they 
are applicable. 

(4) In the absence of a contrary 
provision in a written support agreement 
or court order, monthly financial support 
to family members will be sent before 
the last calendar day of the month for 
which the support is due. If the family 
members are not residing together, the 
soldier will ensure each family member 
receives his or her pro-rata share. (For 
example, spouse lives along and the 
children live with their grandparents.) 

(e) Child custody. (1) A soldier 
relative, who is aware that another 
person is a lawful custodian of an 
unmarried child under the age of 14 
years, will not— 

(i) Abduct, taken, entice, or carry 
away the child from the lawful 
custodian. 

(ii) Withhold, detain, or conceal the 
child away from the lawful custodian. 

(2) A “lawful custodian” is a person 
authorized, either along or together with 
another person or persons, to have 
custody and exercise control over a 
child less than 14 years of age by order 
of a court. The fact that joint custody 
has been awarded to both parents by a 
court does not preclude a violation of 
this paragraph by the soldier parent. 
However, in the absence of a court order 
to the contrary, the mother of a child 
born out of wedlock who is not then, nor 
has ever been, married to the father of 
the child is deemed the “lawful 
custodian” of that child for the purpose 
of this regulation. 

(3) A soldier relative is a soldier who 
is the parent, grandparent, brother, 


sister, uncle, aunt, or one who has at 
some time. been the lawful custodian of 
the child. 

(4) It is a defense to a violation of this 
paragraph that the soldier— 

(i) At the time of the offense had 
custody of the child to the exclusion of 
others pursuant to a valid order of a 
court having jurisdiction over the child; 
or 

{ii} Voluntarily returned the child to 
the lawful custodian within 96 hours 
after return was demanded by the 
lawful custodian. os 

(f} Relief from the minimum support | 
requirement. (1) Court orders with 
financial support provisions. 

(i) Court ordered financial support 
will be by the terms of the court order. 
Relief from a court order can only be 
obtained under the law. Nothing in this 
regulation affects or lessens a soldier's 
legal obligation to comply strictly with 
the terms of a court order. 

(ii) A soldier who disobeys a court 
order may be held in contempt of the 
court that issued the order. Also, a 
soldier may be punished for violating 
this regulation, It is, however, a defense 
to any violation of § 584.2(d)(1){i) that— 

(A) The court issuing the order was 
without jurisdiction to do so, and 

(B) The soldier at all times has been 
complying with any of the following: 

(1) The financial support provisions of 
another court order. 

(2) The financial support provisions of 
a written support agreement. 

(3) The interim minimum financial 
support requirements of § 584.2(d)({2). 

(2) Court orders without financial 
support provisions. 

(i) A soldier will provide financial 
support to family members unless 
expressly relieved of this obligation 
by— 

(A) Court order. ~ 

(B) Written support agreement. 

(ii) A soldier will provide financial 
support under § 584.2(f}(2) to family 
members, which meets at least the 
minimum support requirements of this 
regulation. The financial support will be 
provided even when a court order 
contains no provision as to support 
except as follows: 

(A) A soldier has no obligation to 
provide financial support to a former 
spouse except by order of court. 

(B) A soldier has no obligation to 
provide financial support to minor 
children of the marriage if he or she can 


_ show the following: 


(1) The court issuing the final order of 
divorce had personal jurisdiction over 
the soldier to order child support. 

(2) The soldier is not receiving BAQ at 
the “with dependents” rate based solely 
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on the support of the minor children in 
question. 

(3) Written support agreements. If a 
financial support obligation is evidenced 
by a written agreement between the 
parties, the soldier can only be relieved 
of this obligation by another written 
agreement or by court order. 

(4) Greater spousal income. In the 
absence of a written support agreement 
or court order, a soldier has no 
obligation to support a. civilian spouse 
who is receiving an annual income equal 
to or greater than the annual gross pay 
of the soldier. The income of the spouse 
does not affect the soldier’s obligation to 
provide financial support to the children 
of that marriage in the physical custody 
of the spouse on a pro-rata basis. 
Example: A soldier is living in 
Government family quarters with one of 
their children. The soldier’s spouse 
deserted the soldier and lives in private 
housing with their other child. The 
soldier’s spouse earns $5,000 more in 
annual income from a civilian job than 
the soldier earns in annual gross pay. 
There is no court order or written 
support agreement. The soldier has a 
total of three family members. However, 
under Army support policy, the soldier 
does not have to provide a pro-rata 
share of financial support to the spouse 
because the spouse’s income exceeds 
that of the soldier. (Note that under 
§ 584.2(a)}{3) marital misconduct is not a 
relevant consideration.) The soldier 
must support the child in Government 

‘family quarters. In addition, the soldier 
must provide an amount equal to one- 
third of BAQ (pro-rata share) at the 

“with dependents” rate to the spouse on 
behalf of the child living with the 
spouse. 

(g) Commander's inquiries. (1) If a 
soldier denies he or she has a financial 
obligation to. support a spouse or 
children for any reason, the soldier's 
commander will— 

(i) Inquire into the matter. 

(ii) Consult with the SJA prior to 
determining whether or not there is a 
support obligation. If there is no support 
obligation, BAQ at the “with 
dependents” rate should be stopped. 

(2) If a soldier claims he or she has 
made support payments as required by 
this regulation, the soldier's commander 
will— 

(i) Request the soldier to provide proof 
of payment in one of the following 
forms: 

(A) Canceled personal checks. 

(B) Leave and earnings statements 
showing allotments. 

(C) Postal or money order receipts 
accompanied by a sworn statement from 
the soldier.that the order was sent to the 
family member. If possible, evidence 


that the postal or money order was 
cashed by the complaining party should 
be provided. 

(D) Other acceptable evidence of 
payment. 

(ii) Consult with the SJA, if necessary, 
to determine whether the soldier has 
provided enough proof of payment. 

(3) If a soldier is suspected of 
violating a child custody or visitation 
rights in a court order, the soldier’ 8 
commander will— 

(i) Inquire into the matter. 

(ii) Consult with the SJA prior.to 
taking action. 

(4) In any case in which the soldier is 
suspected of-violating this regulation 
(§ 584.2(d) or (e)), or of having’ 
committed other offenses, the 
commander, prior to questioning the 
soldier, will advise him or her of— 

(i) The suspected offense. 

(ii) The. right to remain silent under 
article 31, UCMJ. 

(iii) The right to counsel under the 
Fifth Amendment. 

(h) Form of support payment. (1) 
Unless otherwise provided in the court 
order or by agreement, a financial 
support payment will be made in one of 
the following ways: 

(i) In cash. 

(ii) By check or money order. 

(iii) By allotment. 

(2) A soldier will receive credit for 
payments made to others on behalf of, 
and with the agreement of, the 
supported family members. Examples of 
support provided in kind include— 

(i) Rent. 

(ii) Utility services. 

(iii) Interest and principal due on 
loans, mortgages, or charge accounts. 

(iv) Insurance payments. 

(i) Arrearages 

(1) General. A soldier who falls into 
arrears without legal justification or 
excuse is in violation of § 584.2(d). 

(2).Court orders and written support 
agreements. 

(i) Amounts in arrears based on a past 
failure to comply with a court order.or 
written support agreement will be paid 
at once in a lump sum amount. If an 
immediate lump sum payment is 
impractical, soldiers are expected to 
work-out arrangements with the court or 
the affected family members to pay 
arrearages on a scheduled basis. If 
arrangements can not be worked out, 
commanders will intervene and order 
payment of arrearages on a scheduled 
basis based on the soldier's ability to 
pay. 

(ii) When arrearages arise from 
noncompliance with court orders and 
written support agreements, this may 
result in— 


(A) Garnishment of the soldier’s pay 
account ($584.8). 

(B) Initiation of an involuntary 
allotment against the soldier's pay . 
account (§ 584.9). 

(C) Contempt of court proceedings. - 

(D) Recoupment of BAQ received by 
the soldier. 

(iii) Administrative or punitive action 
may be taken on a violation of this 
regulation for any month in which the 
soldier failed to provide the required 
financial support even if the amount in 
arrears eventually is paid. 

(3) Interim minimum financial support 
requirements. A soldier should be 
encouraged to pay the amount in arrears 
based on past noncompliance with the 
interim minimum financial support 
requirements (§§ 584.2(d) (1)(iii) and (2)). 
However, 4 soldier cannot be ordered to 
pay such an amount. Nevertheless, 
administrative or punitive action may be 
taken on a violation of this regulation 
for any month in which the soldier failed 
to provide the required financial support 
even if the amount in arrears eventually 
is paid. Also, failure to provide required 
financial support in the past may be 
considered, together with other factors, 
in a commander's determination of the 
amount of additional support that may 
be ordered. (See § 584.2(j).) : 

(j) Additional support where there is 
no support agreement or court order. . 

(1) Ordinarily, a soldier should not be 
required to provide financial support 
beyond that required by 
§ 584.2(d)(1}(iii). However, a soldier 
should provide additional support 
within his or her ability to meet the 
basic financial needs of family member: 
when the interim support requirements 
of this regulation are shown to be 
inadequate. 

(2) If there is a demonstrated need for 
immediate and temporary additional 
support because of unexpected and 
unforeseen circumstances and the 
parties are unable to agree on such 
additional support, a commander may 
order temporary additional support. 

(3) Commanders will consider the 
following factors in determining the 
amount of additional support, if any, 
that a soldier should provide when a 
request for additional support is 
received: 

(i) The pay, allowances, separate 
income, and other financial resources of 
both the soldier and the family member 
for whom additional support is 
requested. 

(ii) The earning capacity of the family 
member on whose behalf support is 
requested. 

(iii) The financial savings of the 
soldier and family member. 
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(iv) The separate and joint debts of 
the soldier and family member, by 
whom those debts were ‘incurred, and” 
the reasons behind them. © * 

(v) The soldier’s duty to een 
financial support to other 
members, in } former spouses. 

(vi). The financial needs of the soldier 
and the family member and whether 
these needs are temporary or permanent 
in nature.. 

(vii) The standard of living of the . - 
soldier and family member and whether 
such standard of living is reasonable 
under the circumstances. 

. (viii) With regard to spousal support, 
the duration of the marriage and the 
circumstances under which the parties 
separated. 

(ix) The extent of the soldier's or 
family member's compliance with 
existing court orders and written ait 
support ents. This includes those 
provisions dealing with child custody,. .. 
visitation rights, property division, and 
marital property awards... 

(x) The.amount in arrears owed by the 
soldier based on past noncompliance . 

um support PeRTemnee. 
(See §§ 584.2 (d) and {i):) .. 

{xi) Any other fact which, in the 
judgment of the commander, has.a 
logical bearing upon the amount of. 
additional support the soldier . 
reasonably should be expected to 
provide. 

(k) Procedure for making complaints. 
(1) Complaints about nonsupport of 
family members and noncompliance. 
with court orders on financial support 
and child custody should be sent. 
through command channels. The: _ . 
complainant should be referred to the 
immediate commander of the soldier _ es 
concerned. 

(2) The Inspector General (IG) may 
assist in properly ee the complaint. 
The IG also may assist if the responsible 
commander has failed to respond. in a 
satisfactory manner or as required by 
this regulation. (See AR 20-1, para 4-9.) 

(3) The USACFSC (DACF-IS-PA) has 
set up. an office to assist in these cases. 
USACFSC will provide policy 
interpretations and guidance on 
unresolved or complex cases, as needed. 
USACFSC normally will go through 
command channels to the immediate 
commander of the soldier concerned. 
requesting that action be taken under 
this regulation. 

{4) Family members who present 
complaints against a military member of 
another Service (Air Force, Marine 
Carps,-Navy, or Coast Guard) should be 
referred to the appropriate Service. 

(1) Commander's actions. (1) Upon 
receipt of a complaint of nonsupport or 
noncompliance with court orders, 


including provisions on child custody or 
visitation rights, the commander will | 
review the complaint. He or she will do 
the following if the information is 
incomplete: 

(i) Acknowledge receipt of the’ 
complaint. 

- (ii) Explain that the information or 
documentation sent is not enough to 
give proper help. 

(iii) If appropriate, send the 
complainant DA Form 5460-R (Request 
for Help in Receiving Support and/or 
Identification Cards for Family 
Members). 

(iv) Advise that help will be given 
with the complaint upon return of the 
completed form and other requested 
information and documents. 

(v) If appropriate, advise that DA 
Form-5460-R alone is not enough 
documentation for issuance of a 
dependent identification card {ID card). 
(AR 640-3): Documentation (that is, 
court orders, birth certificates, marriage 
certificates; ete.) must be provided to 
support eligibility for benefits. 

(vi) Answer any: policy or procedural 
questions that have been asked. 

(2) Upon receipt of DA Form 5460-R or 
a complaint that has enough information 
to properly respond, the commander - 
will— 

(i) Review soldier's legal financial 
obligations in light of the complaint and 
the facts presented by all parties 
concerned. 

(ii) If necessary, ask the SJA if the 
complaint is valid, if the soldier must 
provide financial support or give up 
custody of children, and any other 
related questions. . -: 

(iii). Notify the. soldier of the: complaint 
of nonsupport or of a violation: of a child 
custody court order. . -.. 

(iv) Require the soldier to complete. 
and sign DA Form 5459-R. Information 
obtained, from ‘a system of records . 
ordinarily. will not be released outside 
DOD without the soldier's consent. (See 
§ 584.1(f).) 

.. {v) If the soldier is suspected of 
violating this regulation or of having. 
committed other offenses, the 
commander, prior to questioning the 
soldier, will also advise him or her of— 

(A) The suspected offense. 

(B) The right to remain silent under 
article 31, UCMJ. 

(C) The right to counsel under the 
Fifth Amendment. 4: 

(vi) Explain. the, following to the © 
soldier: 


’ (A) The Army’ 8 policies regarding 


support of family members and 
compliance with court orders... 

(B) That refusal to give required . 
support per this regulation may result in 
administrative or punitive action.. 


(C) That a soldier is not entitled to 
BAQ at the “with dependents” rate 
when no part.of the allowance is given 
to family members. Therefore, collection 
action may be initiated by the Army. 

(vii) Explain what garnishment is 
($ 584.8) and how it might affect the 
soldier's pay, allowances, and 
allotments. For example, explain that 
the. amount garnisheed monthly might 
significantly exceed monthly support 
obligations previously agreed upon. 

(viii) Tell the soldier of any ‘court 
order for attachment or garnishment that 
has been received. Immediately send the 
court documents to the Commander, 
U.S. Army Finance and Accounting 
Center (USAFAC}, ATTN: FINCL-G, 
Indianapolis, IN 46249-0260 for action. 
(See § 584.8(b).) Also, inform the soldier 
that if the document is in proper legal 
form, a portion of the soldier’s pay and 
‘allowances will be garnisheed. 

(ix) Explain involuntary allotments 
(§ 584.9) if appropriate. — 

(x) Coordinate with the soldier's - 
servicing finance and accounting office 
(FAO) for.problems of pay, allowances, 
and allotments. 

(xi) Urge soldiers to provide 
continuous support to family members 
by allotment. The allotment should be 
for the mutually agreed amount, court 
order, or as computed under this 
regulation. An account may be set up in 
a financial institution by the recipient to 
receive the allotment. This action may 
preclude delays in receipt and other 
related problems in the future. 

(xii) Help: the soldier start an 
allotment to make the required support 
payments. Also, advise the soldier to let 
the commander know if there is a 
change: or stoppage to-the support © 
allotment. 

(xiii) Give the soldier a-chance to - 
consult with a legal assistance attorney 
if he or she desires, However, the: 
commander should ensure that this is 
not used as a delaying tactic. Where 
appropriate, a support payment plan 
should be initiated without delay. 

(xiv) Urge soldiers thinking about 
divorce to seek legal advice from a legal 
assistance attorney. Also, advise the 
soldier to ensure an amount of support 
is included in the court order for their 
children. This action may help to 
prevent future disputes. 

(xv) Ensure that the soldier is not 
receiving BAQ at the “with dependents” 
rate when not entitled to it. (See § 584.7.) 

(xvi) Ask the soldier about his or her 
intentions. Give the soldier the chance 
to furnish.a-voluntarily signed statement 
admitting or denying the complaint and 
stating his or her intentions. 
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(xvii) Send complaints received to the 
soldier's new duty station if he or she 
has been reassigned. Advise the 
complainant of the soldier’s reporting 
date and the unit address to which 
correspondence should be sent. If 
proper, give the ‘complainant a copy of 
DA Form 5460-R. 

(3) Advise the complainant 
courteously and promptly— 

(i) Of the Army policy i in suitable 
areas of ‘concern. 

(ii) Of the soldier's intentions, if the 
soldier allows release of the 
information. 

(iii) That personal problems outside 
the requirements of this regulation must 

: be resolved in court if the parties cannot 
agree. 
{4} If proper.to the situation, remind 

complainant of other helping agencies 
on post, such as the chaplain and Army 

Community Service. These agencies can 

give timely, interim help to meet 
immediate needs pending a more 
permanent resolution of the problem. 

(5) Retain the statements allowing or 
forbidding release of information to the 
complainant and the soldier's intentions 
with the case file for future reference. 
Documents/records will be filed per AR 
600-37 and the Army Functional Files 
System (AR 340-2:and AR 340-18). 

. {6) Monitor actions closely to ensure 

promises of support or other actions by 


: soldiers to complainants are being met.: 


(7) Consider administrative or 

punitive action if proper. 

{8)-Inform the first level field grade | 

. commander of the soldier’s repeated 

: failure to meet the requirements of this 
regulation. Also, point out actions taken 
or contemplated to correct instances of 
nonsupport of family members or 
violations of child custody court orders. 


§ 584.3 Paternity claims. 

{a) General. (1) This chapter sets 
policy and procedures to process 
paternity claims against male Army 
soldiers. These procedures apply to 
claims made in the continental United 
States and in foreign countries. They 
apply to claims made by the claimant or 
on behalf of the claimant by attorneys, 
court officials, and others. 

(2} Soldiers will-be informed of 
paternity claims against them. 
Commanders will ensure that soldiers 
are advised of their legal rights and will 
advise soldiers of theit moral and legal 
obligations in the matter. Soldiers 
admitting paternity will be urged to 
provide the necessary financial support 
to the child. Also, they will take any 
other action proper under the 
circumstances. 

_ (b) Procedures for questioning soldiers 
about paternity claims upon receipt of a 


claim of paternity against a soldier, the 
commander will take the following - 
actions: 


(1) If there is evidence that an offense 


(for example, rape, indecent.acts with a 
minor) may have been committed— ° 

(i) Inform law enforcement officials. 

(ii) Inform the soldier of the suspected 
offense. Before questioning, advise the 
soldier of his right to remain silent under 
article, 31, UCMJ, and his right to . 
counsel under the Fifth Amendment: . 


(iii) Coordinate further action under . « 


this regulation with the SJA and law 
enforcement officials if appropriate. 

(2) if there is no evidence that an 
offense was committed— - 

(i) Allow the soldier a dine to talk: 
with a legal assistance attorney about. 
his legal rights and obligations. 

(ii) Require the soldier to complete 


and sign DA Form 5459-R. Information . . 


obtained from a system of records 
normally will not be released outside - 
DOD without the soldier’s consent! (See 
§ 584.1(f).) 


(iii) Inform the soldier of Army policy 


on the support of family members — 
contained in this regulation. _.. 

(iv) Advise the soldier that a court 
order against him on the paternity claim, 


followed by a refusal to support a child . 


born out of wedlock, could result in— 

{A).Administrative or punitive ection 
for violating this regulation. - 

(B): Garnishment of the soldier’ 8 pay 
account (§ 584.8). 

{C) Initiation of an involuntary 
allotment against the soldier's pay 
account (§ 584.9). . 

(D) Contempt of court proceedings. 

(v) Ask the soldier about his 
intentions. Give the soldier the chance 


to furnish ‘a voluntarily signed: statement: : 


admitting or denying the claim and 
stating his intentions. 

(c) Procedures for processing 
paternity claims. (1) When one of the 


‘conditions in § 584.3(c)(1)(i) applies, a 


claimant will be advised of the 
statement in §'584.3(c)(1)(ii). 

(i) A soldier— 

(A) Refuses to answer questions about 
the paternity.claim. 

{B). Denies paternity. 

(C) Admits paternity, but refuses to 
provide financial support. 

(ii). No action can be taken on the 
claim of paternity in the absence of a 
court order. The court order must 
identify the soldier in question as the 
father of the child. Also, the court order 
must direct that the soldier provide 
financial support to the child. 

(2) The commander will reply directly 
to the claimant or the attorney or court 
official she has authorized to act in her 
behalf. Information obtained from a 
system of records ordinarily will not be 


released outside DOD without the 
an consent. (See § 584.1(f).) 

(3) If the soldier admits paternity and 
agrees to provide financial: support, then 
the commander will— 

(i) Ask the claimant to provide a copy 
of the birth certificate. 

(ii). Help the soldier in filing for an. 
allotment or providing other financial 
aid. 

(iii) Advise the claimant of the 
amount, effective date, and means of 
payment. 

{iv) Help the soldier apply for BAQ at 
the “with dependents” rate, if 


» , applicable. (A birth certificate may be 
required.) 


-(v) Ensure an ID card is leone for the : 
child after the relationship ‘is ‘2 


- documented; if proper. (A birth _ 
’ certificate may be required.) (See AR ' 


640-3, para 3-3, for dependency criteria 
for ID cards.) 

(vi) Allow the soldier to take ordisiary 
leave in order to marry the claimant, if 
leave is requested for this purpose. 
However, the leave may be delayed ifiit 
will interfere with military requirements. 
Travel in connection with leave _ 
{including travel to and from overseas 
commands) is the responsibility of the 
soldier. Travel will be at no expense to. 
the Government. If the marriage is to 


‘ take place overseas, the soldier must 


comply with AR 600-240 and AR 608-61 ' 
in applying for authorization to marry ~ 
(DA Form 2029-R) {Application for } °° 
Authorization to Marry Outside of the - 


United States). 


(d) Court orders. If a court order of 
paternity and support has been issued, 


. the commander will— 


(1) Advise the soldier of the: plicy 
regarding support of family members. 

(2) Advise the soldier that refusal to 
support his child born out of wedlock 
could result in— 

(i) Garnishment of the soldier’s pay 
account {§ 584.8). 

(ii) Initiation of an involuntary ‘ 
allotment against the soldier’ 8 pay 
account (§ 584.9). 

_ (iii) Contempt of court proceedings. 

(iv) Administrative or punitive action . 
for violating this regulation. 

(3) Refer the soldier to a legal 
assistance attorney for advice on his 
legal rights and obligations. 

(4) Help the soldier file an attotment 
or give other financial aid. 

(5) Advise the claimant of the amount, 
effective date, and means of payment. 

(6) Help the soldier apply for BAQ at 
the “with dependents” rate, if 
applicable. 

(7) Ensure an ID card is issued for the 
child. 
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(8) Consider administrative or 
punitive action if the soldier fails to 
obey the courf order: (See 
§ 584:1(d)(5)fviii.) - 

: (9) Inform the first evel field sine 
commander of the soldier's repeated 
failure to meet the requirements of this - 
regulation. Also, point out actions taken: 
. or Contemplated to correct-instances. of; 

. nonsupport.of family members. | 


§584.4 Adoptionproceedings. ... 

(a) General. This chapter does not 
apply to those situations were a soldier 
is trying to adopt a child. It applies to 
those situations where another person is 
trying to adopt a legitimate or 
illegitimate child of a soldier. A child 
born in or out of wedlock normally may 
not be put up for adoption without the 
consent of the parents. Therefore, 
communications from a judge or court. — 
asking that a’ soldier appear at an 
adoption hearing must be answered. — 

(b) Commander's actions. The . 
commander will—. 

(1) Inform the soldier or the inquiry. 

(2) Urge the soldier to see a legal 
assistance attorney. — 

(3) Advise the court or judge, as 
appropriate, that—. 

(i) A. request by the soldier for leave 
to attend an adoption hearing on (date) 
has’ been granted. 

(ii) A request by the soldier for leave - 
to attend an adoption hearing on (date), 
if made, would be approved... 

(iii) Due to military requirements, the 
soldier cannot be granted leave to 
attend any court hearing until (date). 

{iv) The soldier has stated that he or 
she is not thé natural parent of the child. 

(v)‘Since the soldier is not present 
because (give specific reasons), (for 
example, temporary duty or leave), a 
complete Tesponse cannot be made until 
(date).:’ 

(vi) The:soldier‘is no longer in this 
command. The commander will provide 
the soldier's new military addréss to the 
court or judge. The commander then will 
send a copy of the inquiry to the 
soldier’s:new commander and advise 
the court or judge of this action.’ 

(4) Furnish the soldier with a copy of 
the communication and the reply. 


§ 584.5 U.S. citizenship determinations on 
children born out of wediock in a foreign 
country. 

(a) General. (1) A child born out of 
wedlock in a foreign country of an 
American citizen father and an alien 
mother does not automatically gain U.S. 
citizenship. The child must first be 
legally acknowledged by the father. 
Marriage to the mother may be required 
in order for the child to acquire U.S. 
citizenship. The father also must 


establish that he had at least 10 years of 
physical presence in the United States 


prior to the child's birth. Five of those ~ 


years must have been spent in the’ 


-.. United States after the father’s 14th 
birthday. United States military service © 


counts as physical presence in the 
United States. (See 8 U.S.C. 1101{c)(1), : 
1401(g), ‘and 1409{c).) Whether the child’ 


- gains the citizenship of its mother 


depends entirely upon the laws of the 
nation in which she is a citizen. 

(2) A child born out of wedlock in a 
foreign coiintry to an American. citizen 
mother and an alien father or U.S. 
Citizen father gains U.S. citizenship at 
birth if the mother had been physically 
present in the United States for a 
continous period of 1 year prior to the 
child's birth. (See 8 U.S.C. 1409{c).) The 
child will gain the citizenship of the 


father. -only | if the laws of the nation of _. 
which the father is a citizen so provide. . 


(b) Procedures for claiming U.S. 
citizenship rights. (1) A father desiring 
rights of U.S. citizenship for a foreign- 
born child must legally acknowledge the 


child as his own and prepare a case file. . , 
- . Each case is decided on its own merits. 
- The Department of State, if the-child is - 


in a foreign nation, or the Immigration 
and Naturalization Service (INS), if the. 
child is in the United States, will make 


. the decision, Documents that may. be 


important in supporting a citizenship 
determination are listed below: 

(i) Proof of father’s citizenship. This 
may consist of any of the following: 

(A) A certified copy of his birth 
certificate (with a raised seal of the 
registrar-of births). . 

(B) A report ‘of birth abroad (FS Form 


240 (Report of Birth’ Abroad of a Citizen 


of the United States)). 

(C) A:certificate of citizenship. 

(D) A certificate of naturalization. 

(E) A valid U.S. Passport. 

(F) A certified-copy of an approved 
U.S. passport application. 

(G) Any secondary evidence 
acceptable by the State Department or 
INS. 

fii} Affidavit of paternity. 

(iii) Proof of presence in the foreign 
country at time of conception. (This 
information can be extracted from the 
passport, DA Form 2-1 (Personnel 
Qualification Record—Part II), étc.). 

(iv) Child’s birth certificate. 

(v) Proof of the father’s physical 
presence in the United States for 10 
years (5 after age 14). 

(vi) Blood type tests of the mother, the 
father, and the child: (At the request of 
the examining officer.) 

(vii) Two sworn affidavits (at the 
request of the examining officer) from 
individuals who personally knew the 
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mother, father, and child at the time of 
birth and can identify the child. 

(viii) A copy of a‘certified English 
translation of all needed legal 
documents that j are ina foreign 
language. 

(ix) An executed passport application 
with three signed pictures of the child. 

(2) The soldier may consult a legal 
assistance attorney for help in preparing 
the case file, The case file should be 
taken to the nearest American Embassy, 
Consulate General,.or Consulate in the 
country where he and his child live. If 
the father is not present in the country 
where the child lives, he will-do one of - 
the following— 

(i) Take the necessary documents to 
the nearest American Embassy, 
Consulate General, or Consulate. 

(ii) Mail the documents to the 
Department of State, ATTN: Office of 
Citizens Consular Service, WASH DC 
20520. That office, in conjunction with 
the American Consul abroad, will 
decide. if the child is a U.S. citizen. 

(3) If both father and child are within 
the United-States, a decision of 


. citizenship.status can be obtained from 


the INS. The soldier.should file.Form N- 


. 600 (Application for Certificate of 


Citizenship).at the nearest INS office. 


: This form:can be obtained from the INS. 


The appendix.-of AR 608-3 lists the 
location of INS offices. 

(4) Any soldier who claims to be a 
U.S. citizen has the burden of proving 
that claim to the Department of State or 
INS, as applicable. 


§ 584.6. Procedures governing nonactive . 
duty or discharged personnel. : 
(a).Procedures governing nonactive 
duty personnel. (1) Nonsupport 
complaints. and paternity claims against 
former soldiers or other not on active 
duty will be sent to the Commander, 
U.S. Army Reserve Components 
Personnel and Administration Center 


- (RCPAC), ATTN: DARC-PSE-VS, 9700 


Page Boulevard, St. Louis, MO 63132- 
5200. 

(2) After RCPAC verifies the status, 
the following officials will act as 
prescribed below: 

(i) Chief, National Guard Bureau, 
WASH DC 20310-2500, for members of 
the Army National Guard. 

(ii) The area commander concerned 
for Ready Reservists assigned to troop 
program units under his or her control. 
(See AR 140-1, para 1-6.) 

(iii) Commander, RCPAC for nonunit 
members assigned to Control Groups of 
the Ready Reserve, Standby Reserve, 
and Retired Reserve. 

(3) The officials cited above will 
ensuré that correspondence claiming 
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nonsupport or paternity is delvered to 
the person concerned, using military 
channels. When the correspondence 
cannot be delviered through military 
channels, it will be sent to the last 
known mailing address of the person by 
certified mail (PS Form 3811 (Return 
Receipt, Registered, Insured and 
Certified Mail)): It should be marked 
“Return Receipt Requested—Deliver te 
Addressee Only.” This form is available 
at U.S. post offices. 

(4) After delivery of correspondence, 
the responsible official will advise the 
complainant or claimant— 

{i} Of the date and method of delivery. 

(ii) That the military department does 
not control the personal affairs of 
nonactive duty personnel. These 
personnel usually are in a civilian status 
and are not subject to military 
discipline. Therefore, the matter has 
been left to the person's discretion. 

(iit) Of the person's mailing address 
only if the conditions in § 584.6(c) are 
met. 

(b) Procedures governing discharged 
personnel. Nonsupport complaints or 
paternity claims against persons who 
have been discharged from the Service 
will be sent to RCPAC. These persons 
do not hold any military status 
whatsoever. Commander, RCPAC will | 
return the correspondence and all 
accompanying documentation and 
advise the complainant or claimant— 

- (1) That the person is no longer a 
member of the Army or the Reserve 
Components. 

(2) Of the date of discharge. - 

(3) That the Army no longer has 
control or authorty over the discharged 
member. Therefore, the Army can take 
no further action in the matter. 

(4) Of the person's mailing address 
only if the conditions in § 584.6{c) are 
met. 

(c) Conditions for disclosing mailing 
address. Nonactive duty and discharged 
personnel's mailing addresses will not 
be disclosed except for one of the 
following reasons: 

(1) The person consents.in writing to 
the release of his or her address. 

(2) The complainant or claimant sends 
a court order directing the release of the 
address. 

(3) Any other reason that does not 
constitute a violation of the Privacy Act 
of 1974. 

(d) Retired personnel. (1) Court orders 
for garnishment or attachment of pay of 
retired persons will be sent to USAFAC. 

(2) The complainant or claimant will 
be advised that correspondence may be 
sent to the retired member as follows: 

{i) Place correspondence in a stamped 
envelope with retired member’s name 
typed or printed on the envelope. 


{ii} Place stamped envelope in a 
second envelope and send to the 
Commander, RCPAC, ATTN: DARC- 
PSE-VS, 9706 Page Boulevard, St. Louis, 
MO 63132-5200. 

(3) Commander, RCPAC will send the 
correspondence to the retired member 
but cannot release the address under the 
provisions of the Privacy Act of 1974. 


§ 584.7 Basic allowance for quarters. 

(a) Eligibility. (1) Soldiers entitled to 
basic pay, who have family members, 
are entitled to BAQ at the rates 
prescribéd for soldiers “with 
dependents” under certain conditions. 
The Department of Defense Military Pay 
and Allowances Entitlements Manual 
(DODPM} governs entitlements. (See 
DODPM, part 3, chap 2.) 

(2) Soldiers may receive BAQ at the 
“with dependents” rate as long as they 
pay at least the difference between BAQ 
at the with- and without-dependents 
rate each month in support of their 
families. (See DODPM, part 3.} This is so 
even if a divorce decree or court order is 
silent on support or releases the soldier 
from the responsibility of supporting the 
family. (See § 584.2(f)(2).) Normally, a 
soldier is not entitled to BAQ on behalf 
of a former spouse or stepchildren after 
the divorce. BAQ at the “with 
dependents” rate is not authorized when 
the soldier or the supported family is 
residing in Government family quarters. 
Also, if two soldier member-parents are 
supporting the same child, only one 
soldier member is entitled to BAQ at the 
“with dependents” rate. 

(b) False claims. BAQ at the “with 
dependents” rate is not payable to 
soldier who are not supporting their 
families. Cases involving alleged failure 
or refusal of soldiers to pay at least the 
difference between BAQ at the with- 
and without-dependents rate for the 
support of family members will be 
referred to the proper FAO after 
investigation. Nonsupport of family 
members for whom BAQi is claimed may 
result in— 

(1) Collection of BAQ received but not 
given to the family members. 

(2) Stoppage of BAQ at the “with 
dependents” rate. 

(3) Punitive or administrative action 
against a soldier for— 

(i) Violating the minimum support 
requirements of this regulation. 

(ii) Submitting a fraudulent claim for 
BAQ based on false information. 

(c) Forfeiture of BAQ. Forfeiture of the 
“with dependents” portion of BAQ does 
not relieve the soldier of the obligation 
to support family members as set up in 
this regulation. 

(d) BAQ entitlements versus Army 
minimum support requirements Terms 


for entitlements to BAQ are set forth in 
DODPM, part 3, chapter 2.Exceptas — 
provided in this regulation, BAQ~ 
entitlements have no relationship to 
Army minimum support requirements. 
§584.8 Garnishment. * 

(a) General. {11} Pub. L. 93-647 (42 
U.S.C. 659) permits garnishment, x 
attachment, or assignment of Federal 
wages and retirement payments to 
enforce court-ordered child support and 
alimony obligations that are in arrears. 
It ineludes foreign court orders when—. 

(i) Required by treaty or international 
agreement. (A soldier is subject to 
garnishment for child support issued by 
the FRG only while physically stationed 


_ in Germany.) 


(ii} Recognized by a court of 
competent jurisdiction. Applicable State 
laws govern legal procedures to be used 
by complainants. Jurisdictional or 
procedural challenges to garnishment 
actions remain the responsibility of 
individual members. 

(2) In the absence of State law more 
favorable to the soldier, 15 U.S.C. 1673 
limits the amount of pay that can be 
garnisheed as follows: 

(i) Fifty percent of disposable pay 
when a soldier is supporting a spouse or 
dependent child who is not the subject - 
of the support order. (See § 584.8(a){3) 
for an explanation of disposable pay.) 

(ii) Sixty percent of disposable pay 
when a soldier is not supporting such 
spouse or dependent child. 

(iii) An additional 5 percent in each of. 
the above cases if payments are more 
than 12 weeks. overdue. 

(3) The items of pay listed in 
§ 584.8(@)(3)(i) are subject to 
garnishment except for amounts 
deducted for the items listed in 
§ 584.8(a)(3)(ii). 

(i) Items of pay and bonus subject to 
garnishment. 

(A) Basic pay. 

(B) Special pay (including enlistment 
and reenlistment bonuses). — 

(C) Incentive pay. 

(D) Inactive duty training pay. 

(E) Academy officials pay (except 
personal money allowances). 

(F) Accrued leave payments (basic 
pay portion only). 

(G) Retired and retainer pay. 

(H) Lump-sum Reserve bonus. 

(I) Separation payments. (readjustment 
pay and severance pay). 

(ii) Deductions not subject to 
garnishment. 

(A) Federal income tax withholding. 

(B) State income tax withholding. 

(C) Servicémen’s Group Life - 
Insurance. 
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(D) Social Security taxes {Federal 
Insurance Contributions Act). 

(E) United States Soldier's and 
Airmen’s Home. 

(F) Survivor Benefit Plan. 

(G) Retired Servicemen's Family 
Protection Plan. 

(H) Indebtedness to the United States 
and delinquent Federal taxes. 

(I) Fines and forfeitures ordered by a 
court-martial or commander. 

(b) USAFAC procedures. The 
USAFAC will process most garnishment 
orders. Unless the order is contrary to 
Federal law or the laws of the 
jurisdiction from which it was issued, 
the soldier's pay will be garnished per 
the court order. Garnishment orders will 
be sent by certified or registered mail to 
the Commander, USAFAC, ATTN: 
FINCL-G, Indianapolis, IN 46249-0160. 
However, all legal process issued by 
German courts will be processed under 
DODPM, section 70710, when the soldier 
is stationed in the FRG. The documents 
must expressly state they pertain to 
child support or alimony. Also, the name 
_ and social security number (SSN) of the 
-soldier must be included. The 
submission of a divorce decree or 
support order alone is not enough, as a 
garnishment order is required. 


§ 584.9 Involuntary allotments. 

(a) General, Pub. L. 97-248 (42 U.S.C, 
665) permits involuntary allotments from 
pay and allowances of soidiers on __ 
active duty as child, or child and. 
spousal, sup yments when— 

(1) The wiles bee failed to make 
payments under a court order for 2 
months or in a total amount equal to or 
in excess of the support obligations for 2 
months. 


(2) Failure to make such payments is _ 


established by notice from an 
authorized person to the Commander, 
USAFAC, ATTN: FINCL-G, 
Indianapolis, IN 46249-0160. An 
authorized person is— 

{i) Any agent or attorney of any State 
having in effect a plan approved under 
part D of title IV of the Social Security 
Act (42 U.S.C. 651-664), who has the 
duty or authority under the plan to’seek 


recovery of any amounts owed as child ~ 


or child and spousal support (including, 
when authorized under a State plan, any 
official of a political subdivision). 

(ii) A court or agent of the court that 
has authority to issue an order against 
the soldier for the support and 
maintenance of a child. 

(3) Such notice must give the soldier's 
full name and SSN. Also, it must list the 
name and address of the person to 
whom the allotment is payable. The 
amount of the allotment will be the 
amount needed to comply with the 


support order. The allotment may 
include arrearages as well as amounts 
for current support if provided for in the 
support order. A copy of this must be 
included with the notice. If proper, a 
statement must be included that the 
support allotment qualifies for the 
additional 5 percent in excess of the 
maximum percentage limitations. These 
limitations are prescribed in 15 U.S.C. 
1673. e 

Also,-a copy of the underlying support 
order must be included with the notice. 
An allotment under this provision will 
be adjusted or discontinued only upon 
notice from an authorized person. 

(b} Procedures. No action will be. . 
taken to set up an allotment until the 
soldier has the chance to consult a legal 
assistance attorney. The purpose of the 
meeting is to discuss the legal and other 
factors involved with respect to the 
soldier's support obligation and failure 
to make payments. If the soldier has not 
consulted with legal counsel, the 
allotment will start the first end-of- 
month payday after 30 days have 
elapsed since notice was given to the 
affected soldier: 


Appendix A—Reference 


Section I—Required Publications 


AR 340-17 
Release of Information and Records from 
Army Files. (Cited in § 584. 1(A)(2)-) 


- AR 340-21 


The Army Privacy Program. (Cited in 
§.584.1(f}(2).) 
AR 600-37 
Unfavorable Information. (Cited in 
§§ 584.1(d)(5)(viii}(B) and 584.2(1}(5).) 
640-3 ; 


Identification Cards, Tags, and Badges. 
(Cited in §§ 584.2(1)(1)(v) and 
584.3(c)(3){v).) 

Misc Pub 13-1 

DOD Military. Pay and Allowances 

Entitlements Manual. (Cited In §§ 584.7a. 
. 584.7(d) and 584.8(b).) 
Uniform Code of Military Justice 

(Cited In §§ 584.1(d)(5), 584.2(g)(4){ii), 

584.2(1)(2)(v)(B), and 584.3(b)(1){ii).) 


_ Section 1l]—Reélated Publications 


A related publication is merely a source of 
additional information. The user does not 
have to read it to understand this regulation. 
AR 11-2 

Internal Contro] Systems 
AR 20-1 3 

Inspector General Activities'and 

Procedures 
AR 140-1 

Mission, Organization, and Training 
AR 340-2 

Maintenance and Disposition of Records 

for TOE oe and Certain Other Units of 
the Army.’ 
AR 340-18 

The Army Functional Files System 
AR 600-240 

Marriage in Oversea Commands 


BEST COPY AVAILABLE 
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AR 601-280 
Army Reenlistment Program 
AR 608-3 
Naturalization and Citizenship of Military 
Personnel and Dependents 
AR 608-61 
Application for Authorization to Marry 
Outside of the United States 
AR 635-100 
Officer Personnel (Separations) 
AR 635-200 
Enlisted Personne! (Separations) 
Misc Pub 6-1 
Joint Travel Regulations, Volume 1: 
Members of the Uniformed Services 


Section I!]—Prescribed Forms 


DA Form 5459-R 
Authorization to Release Information from 
Army. Records on Nonsupport/Child 
Custody/Paternity Complaints. (Cited in 
§$§-584.1(d}(5){iv)(B), 584.1(f)(1), 
584.2(1}(2){iv), and 584.3(b){2)(ii).) 
DA Form 5460-R 
Request for Help in Receiving Support and/ 
or Identification Cards for Family 
Members. (Cited in § 584.2(1).) 


Section 1V—Referenced Forms 


DA Form 2-1 
Personnel Qualification Record-Part a 
DA Form 2029-R 
Application for Authorization to Marry 
Outside of the United States 
FS Form 240 
Report of Birth Absbail of a Citizen of the 
United States 
Form N-600 
Application for Certificate of Citizenship 
PS Form 3811 
Return Receipt, Registered, Insured, and 
Certified Mail 
Glossary . 
Section I—Abbreviations 
ARNGUS 
Army National Guard of the United States 
BAQ 
Basic allowance for quarters 
DA 
Department of the Army 
DOD 
Department of Defense 
DODPM 
Department of Defense Military Pay and 
Allowances Entitlements Manual 
FAO 
Finance and accounting office 


Federal Repubic.of Germany 
HQDA 

Headquarters, Department of the Army 
ID cards 

Identification cards 
IG 

Inspector general 

Ss 


Immigration and Naturalization Service 
RCPAC 
U.S. Army Reserve Components Personne! 
and semper emt sed Center 
SJA 
Staff Judge vobiee 
SSN 


Social Security Number 
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CMJ 
Uniform Code of Military Justice 


U.S. Army Finance and Accounting Center 
USAR ; 
U.S. Army Reserve 
VHA 


Variable Housing Allowance 


Section Il—Terms 
Arrearage 

The total amount of money a soldier owes 
a family member for prior months in which 
the soldier failed to comply with the 
minimum support requirements of this 
regulation. 
Basic Allowance for Quarters 

An amount of money prescribed and 
limited by law that a soldier receives to pay 
for quarters not provided by the Government. 


Child Custody Complaint _ 

A written or oral complaint by a family 
member, or a third party acting on behalf of a 
family member, that alleges that the soldier is 
violating a court order granting custody of 
minor children to someone other than the 
soldier. It also includes a complaint by a 
mother of a child born out of wedlock against 
a soldier father who has abducted or 
detained the child. 


Court Order 


As used in this regulation, court order 
includes all judicial and administrative 
orders and decrees, permanent and 
temporary, granting child custedy, directing 
financial support, and executing paternity 
findings. It also includes any foreign nation 
court or administrative order recognized by 
treaty or international agreement. Court 
orders are presumed valid in the absence of 
evidence to the contrary. 


Family Member 


For the purpose of this regulation only, a 
family member includes— 

a. A soldier's present spouse. (A former 
spouse is not a family member. However, 
except as otherwise indicated, the term 
“family member” includes any former spouse 
for whom the soldier is required by any court 
order to provide financial support.) 

b. A soldier's minor children from present 
and former marriages, including children 
legally adopted by the soldier. (A family 
member does not include the child of a 
soldier who has been legally adopted by 
another person.) 

c. Minor children born out of wedlock to— 

(1) A woman soldier. 

(2) A male soldier if evidenced by a decree 
of paternity identifying the soldier as the 
father and ordering the soldier to provide 
8 

d. Any other person (for example, parent, 
stepchild, etc.) for whom the soldier has am 
obligation to provide financial under 
the law of the domicile of either the soldier or 
the supported person. 


Financial Support Provision 

The provision in a court order or 
separation agreement directing the soldier to 
provide financial support to a family member 
on a periodic basis. 
Government Family Quarters 

Any sleeping accommodations or family- 
type housing owned or leased by the U.S. 
Government. 


’ Gross Pay 


For support purposes, gross pay includes 
basic pay and allowances to include special, 
incentive, and other pay when received on a 
monthly basis. Gross pay does not include 
funds not received on a monthly basis (that 
is, enlistment and reenlistment bonuses and 
accrued leave payments}. Gross pay dees not 
include wages from off-duty employment. 
Legal Assistance Attorney 

Army lawyers designated to advise and 
assist soldiers and their families on family 
law matters. Such matters include marriage, 
divorce, adoption, paternity, child custody 

lems, and support obligations. In the 
context of this regulation, a legal assistance 
attorney also includes a lawyer retained by a 
soldier at his or her own expense. 


Minor Children , 

Unmarried children under 18 years of age 
who are not on active duty with the Armed 
Forces. 


Nonsupport Complaint 

A written or oral complaint by a family 
member, or a third party acting on behalf of a 
family member, that alleges one of the 
following: 

a. Soldier is providing no financial. support. 

b. Soldier is providing insufficient financial 
support. 

c. Soldier is failing to comply with— 

(1) An oral agreement, 

(2) A written support agreement, or 

(3) A court order that sets up a financial 
support requirement. 


Soldier ; 

As used in this regulation, the term soldier 
includes commissioned officers, warrant 
officers, and enlisted personnel. 


Staff Judge Advocate 

The chief legat officer and his or her staff 
who advise commanders on laws and 
regulations affecting the command. Includes 
command judge advocates and post judge 
advocates, but not legal assistance attorneys 
or attorneys assigned to the Trial Defense 
Service. 


System of Records 

Any record under DA control from which 
information is retrieved by the name of the 
individual or by his or her SSN. 
Variable Housing Allowance 

An amount of money prescribed by law 
that a soldier receives to defray high housing 
costs in the continental United States. 
Written Support Agreement 


Any written agreement between husband 
and wife in which the amount of periodic 


financial support to be provided by the 


. soldier spouse has been agreed to by the 


parties. A written support agreement may be 
contained in a separation agreement or 
property settlement agreement. Also, the 
support agreement may be shown by letters 
exchanged between the parties in which the 
amount of support has been agreed to by the 
parties. 

John O. Roach, II, 

Army Liaison Officer with the Federal 
Register. 

[FR Doc. 85-30311 Filed 12-23-85; 8:45 am} ~ 


BILLING CODE 3710-06-™ 


LIBRARY OF CONGRESS 


Copyright Office 
37 CFR Part 201 


[Docket No. RM 85-6] 


Recordation and Certification of Coin- 
Operated Phonorecord Players 


AGENCY: Library of Congress, Copyright 
Office. 


ACTION: Final Regulations. 


SUMMARY: The Copyright Office of the 
Library of Congress is issuing final 
regulations amending portions of 37 CFR 
201.16 concerning deletion of certain 
infermation from the jukebox certificate. 
The change facilitates the private 
administration of an agreement reached 
between the performing rights societies 
and the Amusement & Music Operators 
Association regarding civil enforcement 
of the jukebox complusory license of 17 
U.S.C. 116. 

EFFECTIVE DATE: December 24, 1985. 


FOR FURTHER INFORMATION CONTACT: 
Dorothy Schrader, General Counsel, U.S. 
Copyright Office, Library of Congress, 
Washington, DC 20559 (202) 287-8380. 
SUPPLEMENTARY INFORMATION: The 
Copyright Act, title 17 U:S.C. 116 
establishes conditions under which 
operators of coin-operated phonorecord 
players—commonly referred to as 
“jukeboxes”—may obtain a complusory 
license for the performance of 
nondramatic musical works. 

A complusory license permits the use 
of a copyrighted. work without the 
consent of the copyright owner, if 
certain conditions are met and royalties 
paid. Section 116 establishes general 
rules governing the conditions of the 
complusory license for coin-operated 
phonorecord players, and requires the 
Register of Copyrights to prescribe 
regulations governing complusory 
license applications and certificates to 
be affixed to licensed phonorecord 
players. 
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The administration and civil 
enforcement of the complusory licensing 
system has caused friction between 
copyright owners and jukebox 
operators.’ The royalty fee initially 
established in the 1976 Copyright Act 
was $8 annually per coin-operated 
phonorecord player. In 1981, the 
Copyright Royalty Tribunal, under its 
statutory authority, raised the royalty 
fee. 46 FR 884 (1981). In 1982 and 1983 
the fee became $25 per jukebox, and, 
thereafter, $50 per jukebox; subject to a 
cost of living adjustment on January 1, 
1987. Jukebox operators argued this 
increase was too high, but the rate 
adjustment was upheld by the courts. 
Amusement and Music Operators Ass'n. 
v. Copyright Royalty Tribunal, 676 F.2d 
1144 (7th Cir. 1982), cert. denied, 459 U.S. 
907 (1982). The Copyright Office 
implemented the rate adjustment by 
publishing final regulations at 47 FR 
25004 (June 9, 1982). 

The AMOA then sought legislative 
reform of the jukebox complusory 
license, particularly with respect to the 
copyright royalties payable. Several 
bills were introduced in the 98th 
Congress (e.g., S. 1734, H.R. 3858, and 
H.R. 4010), which would have 
established a one-time royalty fee per 
jukebox for its entire useful life, in lieu 
of the current annual licensing fee. 

The performing rights societies 
opposed these bills on the ground of 
fairness and argued that voluntary 
compliance with the complusory 
licensing scheme by operators was low. 
While significant penalties in the 
copyright law existed for performance 
by coin-operated phonorecord players of 
musical compositions without a license, 
enforcement of those remedies was 
expensive. As a result of perceived 
noncompliance with the licensing. 
scheme, copyright owners lost a 
significant portion of the royalties to 
which they were entitled under the 
existing law. 

In order to reach a mutually 
acceptable solution, Congressional 
leaders urged the interested parties to 
enter into private negotiations.” 
Following this advice, the performing 
rights societies and AMOA succeeded in 
reaching an agreement to be in effect 


1In general, the licensing of performance rights of 
musical compositions are handled by the performing 
rights societies. Section 116(e) of the copyright law 
identifies the performing rights societies as the 
American Society of Composers, Authors, and 
Publishers {ASCAP), Broadcast Music Inc. (BMI, 
and SESAC, Inc. In copyright matters, jukebox 
operators have been represented by their trade 
association, Amusement & Music Operators Ass'n. 
(AMOA). 

? Billboard, May 25, 1985, at 1. 


until 1990, which resolves several points 
of controversy. 

One part of the agreement would 
allow jukebox operators to transfer 
certificates from jukeboxes not in 
service to those which are publicly 
performing musical compositions. The 
parties to the agreement believes such a 
policy is both equitable and consistent 
with the statute. 

In order to facilitate the private 
administration of this agreement the 
Copyright Office issued a proposed 
regulation on October 23, 1985, making 
two minor changes. 50 FR 42965. Under 
the existing regulation, the certificate 
was required to contain the name of the 
manufacturer of the coin-operated 
phonorecord player and the player's 
serial number. In addition, subsection 
201.16(c)(2) provided that the certificate 
consisted of two parts. Under the 
proposed regulation, information 
relating specifically to the coin-operated 
phonorecord player would be deleted 
from the certificate and subsection 
201.16(c)(2) would be modified to reflect 
the fact that the certificate would no 
longer consist of two parts. 

The Copyright Office received two 
comments on the proposed regulation,— 
one from the AMOA, and another from 
a jukebox operator. Both comments 
urged adoption of the proposed 
regulation. 

Under section 116 of the copyright 
law, the Copyright Office is authorized 
to determine the content of the 
certificate. The resolution of disputes 
through private negotiation is clearly a 
laudable goal. All interested parties 
appear to agree that the change would 
facilitate a more equitable 
administration of the compulsory 
license: The Copyright Office received 
no comments opposing the modification. 
For these reasons the Copyright Office 
has decided to adopt the proposed 
regulation as final, without change. 

With respect to the Regulatory 
Flexibility Act, the Copyright Office 
takes the position that this Act does not 
apply to Copyright Office rulemaking. 
The Copyright Office is a department of 
the Library of Congress, which is part of 
the legislative branch. Neither the 
Library of Congress nor the Copyright 
Office is an “agency” within the 
meaning of the Administrative 
Procedure Act of June 11, 1946, as 
amended (title 5, Chapter 5 of the U.S. 
Code, Subchapter II and Chapter 7). The 
Regulatory Flexibility Act consequently 
does not apply to the Copyright Office 
since that Act affects only those entities 
of the Federal Government that are 


agencies as defined in the 
Administrative Procedure Act.* 


List of Subjects in 37 CFR Part 201 


Copyrights Copyrights Office 
Jukeboxes. 


PART 201—{AMENDED] 


In consideration of the foregoing, Part 
201 of 37 CFR, Chapter II is amended as 
follows: 

1. The authority citation for Part 201 is 
revised to read as follows: 


Authority. Sec. 702, 90 Stat. 2541, 17 U.S.C. 
702; § 201.16 is also issued under 17 U.S.C. 
116. 


2. Section 201.16 (c)(1) and (c)(2) is 
revised to read as follows: 


§ 201.16 Recordation and certification of 
coin-operated phonorecord 

(c) Certificate. (1) After receipt of the 
prescribed form and fee, the Copyright 
Office will issue a certificate containing 
the information set forth in paragraphs 
(b)(1) (i) and (ii) of this section, together 
with a unique licensing number, the date 
of issuance of the certificate and the 
date of expiration of the license. The 
date of expiration of the license will be 
December 31st of the year in which the 
certificate is issued. Certificates issued 
upon payment of a half-year fee will be 
valid only after July 1 of the year in 
which they are issued and will be so 
identified, 

(2) The certificate may be affixed in 
the record selection (title strip) panel of 
a player or in another position on the 
player where it can be readily examined 
by the public, but in any case it must be 
clearly visible. 

Dated: December 13, 1985. 

Ralph Oman, 
Register of Copyrights. 
Approved: 
Daniel J. Boorstin, 
The Librarian of Congress. 
[FR Doc. 85-30369 Filed 12-23-85; 8:45 am] 
BILLING CODE 1410-01-M 


3 The Copyright Office was not subject to the 
Administrative Procedure Act before 1978, and it is 
now subject to it only in areas specified by section 
701(d) of the Copyright Act (i.e. “all actions taken 
by the Register of Copyrights under this title (17),” 
except with respect to the making of copies of 
copyright deposits) (17 U.S.C. 706(b)). The Copyright 
Act does not make the Office an “agency” as 
defined in the Administrative Procedure Act. For 
example, personnel actions taken by the Office are 
not subject to APA-FOIA requirements. 
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ENVIRONMENTAL PROTECTION 
AGENCY 


40 CFR Part 52 
[FL-014; A-4-FRL-2942-3] 


Approval and Promuigation of 
implementation Plans; Florida; 
Elemental Sulfur Storage and Handling 
Rule 


AGENCY: Environmental Protection 
Agency. 
ACTION: Final rule. 


summary: EPA today approves the 

Florida elemental sulfur storage and 

handling rule. This rule sets up specific 

regulations for the storage and handling 
of sulfur, both in the solid and molten 
form. This rule conforms to all EPA 
guidelines on particulate matter. 

EFFECTIVE DATE: This action will be 

effective on February 24, 1986 unless 

notice is received within 30 days that 
someone wishes to submit adverse or 
critical comments. 

ADDRESSES: Written comments should 

be addressed to Kelly McCarty of EPA 

Region IV's Air Management Branch 

(see second address below). Copies of 

the State's submittal are available for 

review during normal business hours at 
the following locations: 

Bureau of Air Quality Management, 
Florida Department of Environmental 
Regulation, Twin Towers Office 
Building, 2600 Blair Stone Road, 
Tallahassee, Florida 32301 

Environmental Protection Agency, 
Region IV, Air Management Branch, 
345 Courtland Street, NE., Atlanta, 
Georgia 30365 

Public Information Reference Unit. 
Library Systems Branch, 
Environmental Protection Agency, 401 
M Street, SW., Washington, DC 20460 

FOR FURTHER INFORMATION CONTACT: 

Kelly McCarty, EPA Region IV, Air 

Management Bragch, at the above 

address, and phone 404/881-3286, or 

FTS 257-3286. 

SUPPLEMENTARY INFORMATION: The 

Florida Department of Environmental 

Regulation (FDER) submitted the 

elemental sulfur storage and handling 

rule to EPA on May 31, 1985. The only 
existing sources are located in the 

Tampa Bay area, which is 

nonattainment for the secondary 

standard for Total Suspended 

Particulates (TSP). The Part D plan for 

attainment of the secondary TSP 

standard was submitted, and approved 
by the EPA on May 2, 1982. This plan 
contained measures for implementing 

Reasonably Available Control 

Technology (RACT for certain sources, 


plus a commitment to study certain 
other non-traditional sources to 
ascertain their impact. The only part of 
this Part D plan which would apply to 
sulfur storage and handling facilities is a 
generic rule applying to materials 
handling, sizing, screening, crushing, 
and grinding operations. This current 
rule supplements that previous RACT 
rule with additional requirements for 
sulfur storage and handling facilities. 
This sulfur storage and handling rule 
will not interfere with the current EPA- 
approved SIP, including the New Source 
Review (NSR) requirements, because it 
does not create any additional 
exemptions, only additional 
requirements, for these facilities.’ 


Scope 

The rule includes revisions to the 
following sections of the Florida 
Administrative Code: 

© 17-2.100 Definitions: Adds 
definitions as needed for the rule. 

® 17-2.215 Emission Estimates: This 
section establishes standards for making 
emission estimates of the sulfur 
particulates generated during handling 
for all regulatory purposes including 
permitting and reporting. The equations 
used are the same as those used for 
particulate matter. 

* 17-2.540 . Source Specific New 
Source Review Requirements: The 
requirements of this section apply to 
specific categories of new and modified 
sources and/or facilities, and includes a 
preconstruction sulfur deposition 
analysis and postconstruction 
monitoring. All facilities that produce 
less than 5000 tons per year are exempt 
from the requirements of this section. 
This section does not exempt any source 
from existing new source review 
requirements (including prevention of 
significant deterioration requirements). 

© 17-2.600 Specific Source Emission 
Limiting Standards: This section outlines 
specific work practices that must be 
followed when transporting, storing, and 
handling elemental sulfur in the 
pelletized or molten form. It includes 
unloading from marine vessels, railcars, 
and trucks. The section also prohibits 
the handling, storage or transporting of 
any form other than pelletized or molten 
sulfur, except for transferral within the 
boundaries of a single facility. This 
section also allows sources to utilize 
alternate methods or control 
technologies to control sulfur particulate 
emissions, provided that they result in 
emissions that are less than or equal to 
those achieved by the equivalent: 


sieiasittiaialtoiaelae 

' Prior to this rule, sulfur in the pelletized form 
was not allowed to be handled in the state, but this 
prohibition was not part of the EPA-approved SIP. 


methods or technologies stated in the 
rule, and that prior Department approval 
is obtained. : 

* 17-2.700 - Stationary Point Source 
Emissions Test Procedures: This change 
adds several new subsections of testing 
procedures by reference, including 
several Sulfur Development Institute of 
Canada (SUDIC) test methods, and 
reformants the Particulate Emissions 
section. 

® 17-2.753 ' DER Ambient Test 
Methods: This change adds subsection: 
(2) DER Reference Method for 
Monitoring the Deposition of Sulfur 
Particulate. ; 

The FDER also deleted part of Section 
17-2.630 Best Available Control 
Technology (BACT). This deletion 
consists of the references to Lowest 
Reasonably Available Control 
Technology, since that rule has been 
replaced by BACT. 

EPA's review was based upon 
particulate matter regulations and 
guidelines, since EPA has no elemental 
sulfur emission limitations or guidelines, 
only sulfur dioxide emission limitations. 
Since the rule strengthens rather than 
relaxes the EPA-approved SIP, EPA 
believes that approval of the rule is 
consistent with the applicable 
requirements of the Clean Air Act. 

Action. EPA has reviewed the 
submitted -material and is approving it 
as submitted. This action is taken 
without prior proposal because the 
changes are non-controversial and EPA 
anticipates no comments on them. The 
public should be advised that this action 
will be effective 60 days from the. date of 
this Federal Register notice. However, if 
notice is received within 30 days that 
someone wishes to submit adverse or 
critical comments, this action will be 
withdrawn, and two subsequent notices 
will be published before the effective 
date. One notice will withdraw the final 
action, and the other will begin a new 
rulemaking by announcing a proposal! of 
the action and establishing a comment 
period. 


. Under section 307({b){1) of the Clean 


Air Act, petitions for judicial review of 
this action must be filed in the United 
States Court of Appeals for the 
appropriate circuit by February 24, 1986. 
This action may not be challenged later 
in proceedings to enforce its 
requirements (see 307(b)(2)). 

Pursuant to the provisions of 5 U.S.C. 
605(b), I hereby certify that the attached 
rule will not have a significant economic 
impact on a substantial number of small 
entities. (See 46 FR 8709.) 

Incorporation by reference of the 
Florida State Implementation Plan was 
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approved by the Director of the Federal 
Register on July 1, 1982. 

The Office of Management and Budget 
has exempted this rule from the 
requirements of section 3 of Executive 
order 12291. 


List of Subjects in 40 CFR Part 52 


Air pollution control, 
Intergovernmental relations, Sulfur 
oxides, Particulate matter, Incorporation 
by reference. 


Dated: December 16, 1985. 
Lee M. Thomas, 
Administrator. 


PART 52—{ AMENDED]. 


Part 52 of Chapter I, Title 40 Code of 
Federal Regulations, i is amended as 
follows: 


Subpart K—Florida 


1. The authority citation for Part 52 
continues to read as follows: 


Authority: 42 U.S.C. 7401-7642. 


2. Section 52.520 is amended by 
adding paragraph (c)(57) as follows: 
§ 52.520 Identification of plan. 

(c) The plan revisions listed below 
were submitted on the dates specified. 

(57) Changes to Florida 
Administrative Code (FAC) Chapter 17- 
2, submitted on May 31, 1985, by the 
Florida Department of Environmental 
Regulation (FDER). 

(i) Incorporation by reference. 

(A) May 31, 1985 letter from the 
Florida DER, and Amendments to FAC 
Chapters 17-2.100, 17-2.215, 17-2.540, 
17-2.600, 17-2.700 and 17-2.753 which 
were adopted by the FDER on April 11, 
1985. Allow sulfur in the pelletized form 
to be shipped and handled in the State. 
Also establish new source review 
requirements, emission estimating 
procedures, emission limiting standards, 
and test procedures for elemental sulfur 
storage and handling facilities. 

(ii) Additional Information. 

{A) None. 


[FR Doc. 85-30348 Filed 12-23-85; 8:45 am] 
BILLING CODE 6560-50-M 


40 CFR Part 52 

[A-1-FRL-2943-5] 

Approval and Promulgation of 
implementation Plans; Rhode =, 
Correction 


AGENCY: Environmental Protection 
Agency {EPA). 


ACTION: Final rule; correction. 


SUMMARY: This document corrects (1) 


thé table codified at 40 CFR 52.2076 
which summarizes the dates for 
attainment of the National Ambient Air 
Quality Standards (NAAQS) for the 


‘ State of Rhode Island; (2) the section 


codified at 40 CFR 52.2084 which lists 
the elements of Rhode Island's revisions 
for which EPA has taken no action; and 
(3) the section codified at 40 CFR 52.2085 
which granted an extension for 
submission of Rhode Island's plan for 
attainment and maintenance of the 
primary standard for suspended 
particulate matter (TSP) in the 
Providence primary standard 
nonattainment area. 

FOR FURTHER INFORMATION CONTACT: 
David B. Conroy, (617) 223-4869, FTS 
223-4869. 

SUPPLEMENTARY INFORMATION: On July 
6, 1983 (48 FR 31026) EPA approved the 
Rhode Island State Implementation Plan 
for attainment of the primary NAAQS 
for ozone. On this date the attainment 
date for ozone was changed from 
December 31, 1987 to December 31, 1982. 
The table codified at 40 CFR 52.2076 
which lists the dates for attainment of © 
the NAAQS for the State of Rhode 
Island was not revised to reflect this 
change on this approval date. This 
notice corrects the statewide attainment 
date for ozone listed in the table 
codified at 40 CFR 52.2076. 

On July 12, 1982 (47 FR 30065) EPA 
approved a request from the Rhode 
Island Department of Environmental -_ 
Management to change the attainment 
status of Providence, Rhode Island from 
nonattainment for the primary TSP 
standard to nonattainment for the 
secondary TSP standard. On this 
approval date, neither the table codified 
at 40 CFR 52.2076 which lists the dates 
for attainment of the NAAQS for the 
State of Rhode Island nor the section 


cocococa 


Remainder of Rhode Isiand — of 
AQCR 120. 


quality levels eee ee a 


hes ae jer than secondary standards 
@ Deosmber 1982. 

& Raainmant dite not eotibfishad 
ates 


Act 
are set out at 40 CFR 52.2076 (1978). 


po nae ane poured deep cabana nee eee 
Air Amendments remain obligated to comply with those requirements by the earlier deadlines. 
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codified at 40 CFR 52.2085 which 
granted an extension for submission of 
Rhode Island's primary TSP plan for 
Providence was revised to reflect the 
change in the attainment status for TSP 
in Providence. Since Rhode Island has 
shown that the primary TSP standard 
has been attained in Providence, the 
extension to submit a primary TSP 
attainment plan in Providence granted 
by § 52.2085 is no longer relevant. This 
notice removes § 52.2085 and corrects 
the attainment status for the primary 
TSP standard in Providence in the table 
codified at 40 CFR 52.2076. 

On July 6, 1984 (49 FR 27750) EPA 
approved Rhode Island's Prevention of 
Significant Deterioration (PSD) plan. On 
this approval date, the section codified 
at 40 CFR 52.2084 which lists PSD as one 
of the elements of Rhode Island’s plan 
on which EPA has taken no.action, was 
not revised. Since EPA has fully 
approved Rhode Island's PSD plan, this 
is no longer an element of Rhode 
Island's plan for which EPA has taken 
no action. This notice deletes this item. 


Dated: December 10, 1985.- .- 
Michael R. Deland, 
Regional Administrator, Region I. 


PART 52—[ AMENDED] 


Accordingly, Part 52 of Chapter I, Title 
40 of the Code of Federal Regulations is 
corrected as follows: 


Subpart 00—Rhode Island 
1. Section 52.2076 is corrected to read 


~ as follows: 


§ 52.2076 Attainment of dates for national 
standards. 


The following table presents the latest 
dates by which the national standards 
are to be attained. These dates reflect 
the information preserited in Rhode 
Island's plan, except where noted. 


2 ooo 2 ® © 
SGoocococcodc 
See oo  @ > 
oaoao0n000 0 


area is unctassifiabie. 
or area is unclassifiable. 


prior to the. 1977 Clean 
earlier attainment dates 
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§ 52.2084: [Amended] -. .. . 

2. Section 52.2084 is corrected by 
removing and reserving paragraph (b)(i). 
§ 52.3085 [Reserved] 

3. Section 52.2085 is removed and 
reserved. 

{FR Doc. 85-30350 Filed 12-23-85; 8:45 am] 
BILLING CODE 6560-50-M 


FEDERAL COMMUNICATIONS 
COMMISSION 


47 CFR Part 2 


Deletion of Footnotes US249 and 
US293 From the Commission's Rules 


AGENCY: Federal Communications 
Commission. 
ACTION: Final.rule. 


SUMMARY: The Federal Communications 


Commission amends Part 2 of its. Rules 
to delete footnotes US249 and US293 
from the Table of Frequency 
Allocations. Footnote US293 provided 
an allocation in the 21850-21870 kHz 
band to the radio astronomy service 
until January 1, 1985 and US249 
provided an allocation in the 25550- 
25600 kHz band to the fixed and mobile, 
except aeronautical mobile, services 
until January 1, 1985. This action will 
bring the Commission's Rules into 
conformance with current and projected 
uses of these bands. 

EFFECTIVE DATE: January 23, 1986. 
ADDRESS: Federal Communications 
Commission, Washington, DC 20554. 
FOR-FURTHER INFORMATION CONTACT: 


Mr. Fred Thomas, Office of Science and - 


Technology, 2025 M Street NW. 20554, 
(202)-653-8162: 
SUPPLEMENTARY INFORMATION: 


List. of Subjects in 47.CFR Part 2 
Radio. 
Order 


In the matter of amendment of Part 2 to 
delete footnotes US249 and US293 from the 
Table of Frequency Allocations. 

Adopted: December 16, 1985. 

Released: December 17, 1985. 

By the Managing Director. 

1. To accommodate the HF spectrum 
requirements of the radio astronomy 
service, the 1979 World Administrative 
Radio Conference changed an allocation 


for the radio astronomy service from the 


21850-21870 kHz band to the 25550- 
25600 kHz band. In implementing this 
reallocation domestically, the ~~ 
Commission provided two footriotes to’ 


' the Table of Frequency Allocations, 


Section 2.106 of thé Commission's Rules, 
to allow for the transition.'Footnote ~ 
US249 provided an allocation in the 
25550-25600 kHz band to the fixed and 
mobilé services, except the aeronautical 
mobile service, until’ January 1, 1985. 
Footnote US293 provided an allocation 
in the 21850-21870 kHz band to the radio 
astronomy service until January 1, 1985. 
Since that date has passed, the 
footnotes are obsolete. Therefore, 
footnotes US249 and US293 are being 
removed from the Table of Frequency 
Allocations, Section 2.106, as shown in _ 
the Appendix. 

2. This action is considered to be 
editorial in nature. Accordingly, it is 
ordered, That pursuant to authority 
found in Sections, 4{i), 302, and 303 of the 
Communications Act of 1934, as 
amended, 47 U.S.C. Sections 154({i); 302, 
and 303, and pursuant:to Section’ 


0.231(d) of the Commission's Rules,-Part 


2 of the Commission's Rules.and 
Regulations is amended as specified in 
the Appendix. This amendment becomes 
effective January-23, 1986. 

3: Point of contact on-this matter is 
Fred Thomas, (202) 653-8162. 


Federal Communications Commission. 
Edward J. Minkel, 

Managing Director. 

Appendix 


PART 2—FREQUENCY ALLOCATIONS 
AND.RADIO TREATY MATTERS; 


GENERAL RULES AND REGULATIONS 


‘Part'2 of Chapter I of Title 47 of the 


Code of Federal Regulations is amended 


as follows: 
The authority citation in 47 CFR Part 2 
continues to read: 


Authority: Secs. 4, 303, 48 Stat. 1066, 1082 
as amended; 47 U.S.C. 154, 303. 


§ 2.106. [Amended] 


Section 2.106 is amended by removing 
footnote designator US249 at columns 4 
and 5 in the 25550-25670 kHz band, by 
deleting footnote designator US293 at 
columns 4 and 5 in the 21850-21924 kHz 
band and by deleting the text of 
footnotes US249 and US293 from the list 
of footnotes following the Table of 
Frequency Allocations. 


[FR Doc.'85-30200 Filed 12-23-85; 8:45 am] 
BILLING CODE 6712-01-M 


'See Second Report and Order in General Docket’ 


No. 80739, FCC 83-511, 49 FR 2357 {adopted 
Nov ember B, 1983). : 


47 CFR Part 76 
[MM Docket No. 85-38; FCC 85-587] 


Technical and Operational 
Requirements of Part 76 Cable 
Television — 

AGENCY: Federal Communications 
Commission. : 

ACTION: Final.rule. - 


SUMMARY: This action revises technical 
signal quality standards for cable 
television. These standards were 
established in 1972, when the cable 
industry was in its early stages of 
development. Since that time, the 
industry has matured; and competition 
has grown, In view of that fact, the 
purpose of this action is to relax and to 
better relate these quality standards to 
marketplace development. 


EFFECTIVE DATE: January 23, 1986. 


ADDRESS: Federal Communications 
Commission, Washington, DC 20554. 


FOR FURTHER INFORMATION CONTACT: 
Bernard Gorden, Mass Media Bureau, | 
(202) 632-9660. 
SUPPLEMENTARY INFORMATION: 
List of Subjects in 47 CFR Part 76 

Cable television. 
Report and Order 

In the matter of review of the 
technical and operational requirements 
of Part 76, Cable Television; MM Docket 
No. 85-38. 

Adopted: Octoher 31, 1985. 

Released: December 17, 1985. 


By. the Commission; Chairman Fowler 
concurring and issuing a statement. 


Introduction 


1. By this Report and Order, the 
Commission is amending its rules 
concerning technical and operating 
requirements for cable television 
systems. We hereby change the existing 
rules into’standards. These standards 
may be applied but not exceeded by 
franchise authorities in the regulation of 
the technical quality of Class I 
(broadcast) channels by cable television 
systems. Enforcement of all such 
standards by the Commission is 
eliminated. The decision as to whether 
such standards-should ‘be-used and-how - 
they should be administered is left to 
local and state regulatory authorities. 
This decision reflects the Commission's. 
belief that in an-increasingly 
competitive marketplace there is a 
reduced need for detailed regulation of 
technical quality specifications. The 
decisicn, however, leaves local 
regulatory authorities discretion; in — 


BEST COPY AVAILABLE 
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accordance with the provisions of 
section 624(e) of the Cable 
Communications Policy Act of 1984 
(1984 Cable Act), to address technical 
quality issues. Authority of municipal 
and state regulators to establish 
requirements for “facilities and 
equipment” in accordance with section 
624(b) of the Cable Act is unaffected by 
this decision: Certain changes in the 
cable television signal leakage rules that 
were proposed in the Notice in this 
proceeding have not been adopted but 
will be addressed separately at a later 
date. 


‘Background 


2. The present cable elinical rules 
are set forth in Subpart K of Part 76 of 
the Commission's rules. These rules 
were adopted in the Cable Television 
Report and Order.* The rules specify 
numerous technical performance criteria 
and requirements for annual 
performance tests. The technical 
standards contained in § 76,605 include: 
(1) The frequency boundaries of cable 
television channels delivered to 
subscriber terminals; (2) the frequency 
tolerance of CATV visual carriers; (3) 
the frequency tolerance of CATV aural 
carriers; (4) the minimum visual carrier 
levels at subscriber terminals; (5) the 
allowable tolerance for visual carrier 
level variations within 24 hours; (6) the 
maximum and minimum aural carrier 
specifications with respect to'visual 
carrier levels; (7) the maximum 
allowable level of visual low frequency 
distortion; (8) the frequency response of 
each channel; (9) the allowable visual 
signal-to-system noise level and to any 
undesired co-channel signal; (10) the 
allowable level of intermodulation 
distortion; (11) the minimum amount of 
isolation between subscriber terminals; 
and (12) requirements regarding signal 
leakage.? . 


136 FCC 2d 143 1972. 
2 At the time oftheir adoption in 1972 these - 
standards were referred tq as; “minimum” standards 


which caused some confusion at that time and some | 


of that confusion has continued to the present. See 
49 FCC 2d 470, para 5 (1974). The standards are 
mininium in that they describe a level-of servicethat 
must be delivered to subscribers at even the worst 
locations on a system. This necessarily méans that 
most subscribers, including in particular those 
closer to the system headend, will receive service 
that is superior to this minimum. It has also been 
noted that the standards have been. referred to by 
the Commission itself as incomplete. It was for this 
reason that the Commission created the Cable 
Television Technical Advisory Committee in 1972 to 
provide advice on possible changes to'the - 
standards. The work of this Committee led to some 
changes in the standards. Other changes were not 
made, however, as it was becoming increasingly 
clear that the technical interrelationships between 
the standards involved were extremely conipiex 
and that commercial incentives were driving the 
industry in the same direction as the recommended 


3. In adopting the 1972 rules, the 
Commission was explicit that its 
standards were not intended to place 
any barrier in the way of franchising 
authorities adopting “more stringent 
technical standards.” Reconsideration 
of Cable Television Report and Order, 
36 FCC 2d 326, 359-60 (1972). This policy 
did not succeed, however, and in 1974, 
the Commission adopted the current 
preemption policy:* This policy 
prohibits state and local technical 
regulations for Class I signals that are 
inconsistent with those adopted by the 
Commission.* In addition, our 
preemption policy bars-any state and 
local technical regulation for non-Class I 
signals. This policy was instituted to 
ensure the growth of cable services and 
cable-related technology and to avoid 
the detrimental impact on cable service 
and technical innovation in the cable 
industry that would have resulted from 
the necessity for'system operators and 
equipment manufacturers having to 
design and comply with numerous 
different and potentially conflicting 
standards. 

4. On February 12, 1985, the 
Commission adopted the Notice of 
Proposed Rule Making in this 
proceeding. 5 The Notice proposed 
revision of certain rules in Subpart K of 
Part.76 of the Commission's Rules and 
Regulations. The Notice requested 
comments on the need for cable 
television subscriber signal quality 
standards and on the appropriate level 
of cable signal leakage limits. 

5. In response to the Notice, the 
Commission received comments from 50 
parties and reply comments from 20 
parties. In addition, approximately 70 
individual letters were received from 
cable TV subscribers, amateur radio 


standards but with both greater force and greater 
flexibility than could be acccomplished with more 
detailed regulatory requirements. The standards, 
however, remained valid as a means of defining an 
acceptable quality of service at the worst subscriber 
location and thus a better quality of service. to the 


' ‘average subscriber. Suggestions that new standards 


be adopted were received informally in this 
proceeding. Specific recommendations were not - 
included, however, and this was not, in any. case, 
the-focus of this proceeding. 

3 See Report and Order in Docket 20018, 49 FCC 
2d 470 (October 22, 1974). 

“Class I channels are television channels 
received off-the-air or obtained by the cable 
operator via microwave or direct connection to the 
television broadcast station. Class I to IV channels 
are other types of signals that may be provided by a 
cable system. For example, signals that-require an 
auxiliary decoder, such as most pay cable services, 
are defined as Class III channels. The Commission's 
technical.performance standards and requirements 
have traditionally applied only to Class I cable 
television channels. See 47 CFR 76.5(t), {u), {v), and 
(w): 

550 FR 7801 (February 26, 1985). 
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groups and operators.® The vast 
majority of the letters received were 
concerned with cable signal leakage 
requirements. 


Discussion 


Technical Quality Performane e 
Standards 


6. Federally Enforced Standards. In 
the Notice, we indicated our belief that 
competitive forces are sufficient to 
ensure adequate signal quality for the 
provision of cable service. Accordingly, 
we proposed to delete the technical 
standards for Class I signals from the 


-tules and, alternatively, publish them as 


guidelines in an Office of Science and 
Technology bulletin. We indicated in the 
Notice that francise authorities could 
use these guidelines in their franchise 
agreements with the cable operator. We 
also stated that the imposition of 
technical quality standards more 
stringent than those in the guidelines 
would be considered inconsistent with 
our national policy and would not be 
permitted. 

7. The National Cable Television 
Association (NCTA), Capital Cities 
Cable, Inc:, and other cable system 
operators generally support the 
proposed elimination of the present 
signal quality standards for Class I 
signals. They agree with the 
Commission that competition from 
alternative video sources now provide 
cable operators with sufficient 
incentives to maintain technical signal 
quality. 

8. Other commenters assert that the 
market forces do not provide sufficient 
incentives for cable systems to deliver 
quality signals. In particular, 
commenters representing State and local 
governments argue that cable systems 
generally have monoply-like powers, 
and therefore, cannot be relied upon to 
ensure satisfactory cable signal 
performance. The State of Hawaii, for 


‘example, expresses concern that cable 


systems will not maintain acceptable 
technical quality and reliability unless 
required to do so. In addition, some 
commenters, such as the National 


‘Association of the State Cable Agencies 


(NASCA), make reference to the recent 
Commission proceeding that 
implemented the Cable Communications 
Policy Act of 1984.” That proceeding, 
among other matters, defined effective 
competition for the purpose of rate 
regulation of basic cable service. 


*A list of commenters appears in Appendix B. 

* See Report and.Order in Docket 84-1296, 50 Fed. 
Reg. 18637 (May 2, 1985}; See a/so Cable 
Communications Policy Act of 1984, Pub. .L. No. 98- 
549, Sec. 1 et seq., 98 Stat. 2779 (1984), 





NASCA assets.that the Commission's - 
decision on effective competition ae 
be taken into account in 

whether to deregulate technicat . 
standards. Other commenters note that 
performance would most likely 
deteriorate in areas where over-the-air . 
reception is alréady poor. 

9. The process. of governmental 
standards setting, in highly complex and 
evolving fields, carries with it significant 
risks. Extremely sophisticated economic 
and technical tradeoffs in a changing 
environment must be made in order to. 
satisfy consumer demands in an 
economically sustainable fashion. 
Standards setting organizations are 
necessarily removed from this function 
and react to change in a manner and 
through processes that invite delay. 
Nevertheless, there are many areas in 
which the standard setting function 
cannot be avoided. In adopting 
standards in the cable field, the 
historical record reflects little discussion 
of whether arid in what situations = 
standards could effectively advance the 
interests of consumers.® Recently the 
Commission recognized that a more 
rigorous analysis of the areas in which it 
can play a positive role in standard 
setting is desirable. In addressing this 
broad general issue in Docket 83-114, 
the Commission found it useful to focus 
on four rationales relating to technical 
standards regulation: (1] Interference, (2) 
spectrum efficiency, (3) interoperability, 
and (4) technical quality. Interference 
and spectrum efficiency considerations 
were judged to warrant the highest 
priority as to the need for regulatory 
action. Interoperability was also found 
to be of high priority, varying, however, 
depending on the particular service . - 
involved. In contrast, technical quality 
matters were generally found not to 


*In the middle 1960s broadcast interests sought 
the adoption of such standards for a cable industry 
which, at the time, still operated on a tube rather 
than transistor technology. See Notice of Inquiry 
and Notice of Proposed Rule Making in Docket 
15971, 1 FCC 24.453, para. 62 (1965). The 
Commission later declined to adopt specific quality 
standards, First Report and Order im Dockets 14895 
et al., 38 PCC 683, para. 130 (1965), and then in 1968 
raised the issue again stating only that sach 
standards should be consideréd “to further high 
quality service to the public” and to promote 

“compatibility among systems for purposes of 
interconnection.” Notice of Proposed Rule Making 
in Docket 18397, 15 PCC 2d 417, para 29 (1968). More 
specific proposals were made in 1970, again with 
the statement that the standards would further the 
quality of service received by the public. Notice of 
Proposed Rule Making in Dacket 18894, 25 FCC 2d 
38, para 13 (1970). The standards proposed were 
adopted_in 1972:with the sole discussion of their 
need consisting of a statement that the standards 
would “provide much needed uniformity on a 
nationwide basis yet stilt allow sufficient flexibility 
for technical ” Cable Television Report os 
Order, 36 FCC 2d 143,-para. 149 (1972). 


were considered. to be- 
c 


require. regulation. in those services that’ 
‘sufficiently 


ompetitive.® ‘ 

18 Placing teviewsd the cable - 
television technical standards against 
this background and in light of the the 
comments in this proceeding, it is-our 
view that the primary determinants of 
the quality of service that-will be 
provided are the technical state of the 
art, the underlying economics of the 
industry, and the market incentives and 
competitiveness of the markets 
involved. The state of the art has clearly 
advanced to the point where a very high 
level of service can be provided. The 
economic situation varies greatly 
depending on local circumstances, but, if 
not -unduly burdened, an economic base 
for high quality service appears to exist 
in alt but the more rural areas of the 
country. And, as we have discussed in 
other. contexts, “° and as Congress has 
recognized through passage of the 1984 - 
Cable Communications Policy Act of : 
1984, cable television systems operate in 
an inereasingly competitive 
environment. Given may factors we'are 
persuaded that im the vast majority of 
situations the severe penalties that will 
be imposed im the marketplace for those 
operations that do not perform 
satisfactorily far exceed and can safely 
be used to replace FCC penalties that 
might be imposed through the regulatory 
process. Given the authority, described 
below, that will remainin state and 
local regulatory authorities to adopt 
technical standards, we conclude that 
federally enforced standards are no 
longer necessary or desirable. 

11. State and Local Standards. 
Notwithstanding this decision we 
continue to believe that there is an 
important role for the Commission to 
play in this area. Technical standards 
that vary from community to community 
create potentially serious negative 
consequences for cable system 
operators and cable consumers in terms 
of the cost of service and the ability of 
the industry to respond to technological 
changes. To address this problem, we 


* Report and Order in Gen. Docket 83-114, 99 FCC 
2d 903 (1984): The Report and Order stated that “the 


pressure of competition and consumer choice have ~ 


brought about a generally higher level of technical 
quality than required by our tules.” (footnote 


nehised 
monopolies are involved. Sethe talaghents industry, 
for example, the function of setting detailed-quality 
of service specifications has been 


principally 
poieennt bp thecntinn Reamcivaventar tem bp 


governmental agencies. - - 
See e.g, Report andl Order ir MIM Docket 4- 
1296, 50 F. R. 18637 (1985) a of Cable 
Act). 
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proposed im the Wotice to retain’ 
technical standards guidelines at the” 
federal level which could be used, but 
could not be exoeeded,.in state and local 
technical quality regulations. _ 

12. In their comments, cable‘interests 
assert that the franchising authorities 
are primed to:reinstitute excessive 
technical standards if the Commission 
abandons its preemption policy. They 
note the comments from some 
franchising authorities which challenged 
the adequacy of the Commission's 
current: technical standards. The cable 
operators suggest that such comments 
are indicative of an inappropriate and 
excessive regulatory-attitude that is 
prevalent at the local level. 

13. Comments filed by local 
government interest groups oppose 
Federal preemption of signal quality 
standards, ’stating that under the Cable 
Act, the Commission lacks authority to 
preempt:non-Federal technical 
regulation. These groups argue that 
section 632:of the 1984 Cable Act which 
authorizes ‘franchising authorities to 
adopt and enforce customer service 
provisions and construction-related 
requirements implicitly authorizes local 
authorities to adopt non-Federal 
technical quality standards for cable 
television. 

14. After a review of the record in this 
proceeding, we continue to believe that 
the policy adopted in 1974 was effective, 
should remain in force, and is entirely 
consistent with both the specific:  - 
provisions and the general policy 
objectives. underlying the 1984 Cable 
Act. This preemption policy has -~ 
constrained state and local regulation of 
cable technical performance to Class | 
channels and has prohibited: 
performance standards more restrictive 
than these contained in the 
Commission's rules: The reasons that 
caused the adoption of this policy 
appear to be as valid today as they were 
when the policy was first adopted. 

15. The video products that cable 
systems sell and the processing and 


- transmission equipment used in the 


construction of cable systems are 
overwhelmingly associated with 
national markets that can'be severely 
burdened by disparate and conflicting | 


. local regulations and standards. Cable 


systems now operate in more than 
16,500 different communities. There can 
be no doubt that suppliers:of cable: 
service and equipment, in the absence of 
national standards,:face a-wide array of 
different operating requirements. The 
cost:.of keeping track of and complying 
with numerous different requirements is 
undeniably significant and there appear 
to be few if any countervailing benefits 
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associated with such disparate 
requirements. 

16. More important, however, is the 
potential detrimental impact of such 
standards on technological innovation 
in the industry. The problem is not - 
hypothetical. One relatively recent 
example of the potential problems: 
involved, ftom our own experience, 
involved the development of 
“baseband” cable converters (see note 
16 below). Cable systems distribute 
NTSC picture format video. This format 
involves a complex interlinking of the - 
various components of the video ‘signal, 
including the sound, picture, and color 
components. The baseband technology, 
which makes possible increased 
flexibility and security in the delivery of 
cable services, involves unassembling 
and reassembling these components in a 
way that potentially conflicts with 
traditional standards designed to assure 
reception of a quality video picture 


service. The service delivered, however, 


is of good quality and baseband 
converters are now being used in 
connection with many modern high 
capacity cable systems, notwithstanding 
that such devices were not:developed 
until the early 1980s. The obstacles that 
-would be created, to such innovation 
were it necessary. to win the approval of 
numerous franchise authorities before 
use was possible would be most 
formidable, even if loca! authorities 
were equipped to respond to the 
sophisticated technical issues involved. 
The possibilities are evident of similar 
problems being created as efforts: are 
made to improve the quality and fidelity 
of television through high definition or 
quasi-high definition techniques, to add 
greater communications capacity 
through greater use of subcarriers and 
the vertical blanking interval, or to 
develop other innovations. Such 
obstacles burden the delivery of 
interstate communications service, are 
not necessary to the fundamental 
objectives of local cable franchising, 
and are inconsistent with the 


congressional intent that competition in - 


cable communications be promoted and 
that “unnecessary regulation that would 
impose an undue economic burden on 
cable systems” be minimized." 

17. Section 624(e) of the 1984 Cable 
Act appears to specifically anticipate 
the continuation of our existing policy. It 
specifies that the “Commission may 
establish technical standards relating to 
the facilities and equipment of cable 
systems which a franchising authority 
may require in a franchise.” Contrary to 

* Communications Act of 1934, as amended, 
section 601(6). ; : 


the opinions of some commenters, we 
find nothing in the legislative history 
that suggests Congress did not approve 
of the existing policy or that it intended 
to limit our ability to continue it.’? The 
policy is fact wholly consistent with the 
Cabie Act's intent to establish a 
national policy that encourages the 
growth and development of cable 


: television services.1* The legislative 


history indicates that franchising 
authorities are limited to establishing 
only those standards “‘which are not 
inconsistent with standards established 
by the FCC.” On this basis, we believe 
that Congress intended for the 
Commission to have authority to 
oversee technical policy. Further, 
Congress specifically prohibited local 
governments from enforcing technical 
regulations that are inconsistent with 
Federal policy.'* 

18. In summary, we find our existing 
preemption policy has furthered the 
growth and development of cable 
television service and:should be 


continued, that nothing in the Cable Act 


limits our authority with regard to 
technical regulation of cable:systems, 
and that nothing in the statute or its 
legislative history indicates that 
Congress intended to alter our 1974 
preemption policy in this area.*5 


Review of Standards 


19. Two.issues regarding the modified 
approach to technical deregulation 
deserve more specific attention: First, a 
few franchise authorities were exempt 
from our 1974 preemption policy. That 
grandfathering provision will continue. 


12 Some commenters asserted that because - 
Section 632 of the Cable Act authorized franchising 
authorities to adopt and enforce customer service 
provisions and construction-related requirements, it 
would implicitly authorize the adoption of non- 
Federal technical quality standards for cable 
television. We find nothing in the Cable Aet or in its 
legislative history supporting that assertion. 
Furthermore, in Docket 20018, the Commission made 
it clear that the preemptive policy applied only to 
objective technical standards, i.e., standards that 
dealt only with shaping amplification, purity, etc., of 
signals carried in cable systems. We have never 
preempted in such areas of loca) concern, as studio 
capacities, electrical safety codes, or construction 
requirements. 

13 See H.R. Report 98-934, 98th Con., 2d sess. 70 
(1984). , 

14 It is well established that a clearly articulated 
policy of deregulation provides a clear basis for 
federal preemption of inconsistent state regulation. 
See, e.g., New York State Commission on Cable 
Television v. FCC, 749 F. 2d 804 (D.C. Cir. 1984); 
Brookhaven Cable TV, Inc. v. Kelly, 573 F. 2d 765 
(2d Cir. 1978), cert. denied, 441 U.S, 904 (1978); Earth 
Satellite Communications, Inc. 95 FCC 2d 1223 
(1983), recons. denied, FCC 84-206 (May 14, 1984), 
aff'd sub nom New. York State Commission on 
Cable Television v. FCC, 749 F., 2d 804 (D.C. Cir. 
1984). See generally Fidelity Federal Savings & Loan 


' Association v. de la Cuesta, 458 U.S. 441 (1982). 


18 See 46 FCC 2d 175. 
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Second, for those franchise authories 
that want to enforce the Commission's 
rules and do not have the rules in 
current franchise agreements, the rules 
may be enforced at franchise renewal 
time in accordance with the provisions 
of the Cable Act. Subsequent 
agreements will have to contain the 
rules or the rules will not apply. In‘ the 
interim,’ the Commission's rule 
provisions remain a standard that is 
available to judge the implicit franchise 
obligation to provide service to the 
cable consumer that is of acceptable 
quality. A number of commenters 
suggested changes to the current 
technical requirements. After review of 
the record, we concur that some 
adjustments to our technical rules is 
appropriate for Class I signals. 

20.. The General Electric Co. (GE) and 
Zenith Electronics Corp. (Zenith), in 
their comments, suggest a relaxation of 


, the aural center frequency requirement 


contained in § 76.605 (a)(3) of the rules. 
They suggest that the requirement that 


' the aural carrier be 4.5 MHz +1 kHz 


above the frequency of the visual carrier 


‘should be changed to 4.5 MHz +5 kHz. 


GE and Zenith contend that many 
commercially available baseband 
converters create potential problems . 
under the existing aural carrier 


’ specifications and that such a change 


would not degrade signal quality at the 
subscriber's televisions set. We agree 
with the commenters that this variance 
could be changed without affecting 
signal quality. Therefore, we are 
relaxing the tolerance of the aural center 
frequency of +15 kHz.'® 


21. A further review of the current 
rules focused on the requirement that 
the aural signal voltage be maintained 
between 13 and 17 dB below the 
associated visual signal level, or 
between 7 and 17 below if there are no 
immediate first adjacent channel 
signals. Because the technical standards 
only apply to Class_I, or television 
broadcast stations, and the Commission, 
in Dociet 83.117,'7 eliminated the 
minimum aural power level 
requirements for television broadcast 
stations, the deletion of this provision is 
appropriate in order to align the cable 
rules with the broadcast rules on this 


16 See Viacom Cable Television of Wisconsin, 
Inc., 50 RR 2d 1558 (1982). In that order the 
Commission permitted Viacom to use, under certain 
conditions, decoders in its cable systems which did 
not meet the standard aural frequency 
specifications set forth in § 76.605 ({a)(3) of the 
Rules. This action was taken under § 76.605(b) of 
the rules which makes.special provisian for cable 
systems “using multiple cable techniques or 
specialized receiving devices.” 

17 49 FR 22069 (May 25, 1984). 
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point. All changes mentioned in the 
review of standards are reflected im the 
attached Appendix A. 

22. We are also eliminating the 
measurement and recordkeeping 
requirements. For example, § 76.601 sets 
forth the responsibility of the cable 
system operator te perform such tests 
and measurements as necessary te offer 
reasonable assurance that the system 
performance is continuously 
satisfactory. While the information 
required by Section 76.601 may be 
considered minimal at the start-up of a 
system, the periodic measurement 
requirements and bookkeeping, 
however, can become costly and 
unnecessary. Therefore, we are deleting 
these signal quality measurements as 
federal requirements. However, § 76.601 
also contains requirements for signal 
leakage tests which, for reasons stated 
below, we will retain. 

Signal Leakage Limitations 

23. In the Notice, the Commission 
proposed to relax the signal leakage 
limits to 50 uV/m at 3 meters in the 
frequency band 54 to 216 MHz. 
Response to the Notice varied 
dramatically. Cable operators want 
further relaxation to 100 uV/m at 3 
meters based on the findings of the Final 
Report of the Advisory Committee on 
Cable Signal Leakage (NTTS Pub. PB80- 
119605). Comments from over-the-air 
frequency users refute our Part 15 
analogy and request no leakage 
relaxation, stating that there are 
numerous instances of interference to 
terrestrial radio facilities at the present 
levels. Review of the comments does not 
produce sufficient supportive and 
conclusive engineering data from either 
side. Therefore, we will retain the 
periodic measurement tests for signal 
leakage and plan to issue a Further 
Notice of Proposed Rule Making. 
requesting additional engineering 
monitoring and study. 


Regulatory Flexibility Final Analysis 


24. Pursuant to the Regulatory. 
Flexibility Act of 1980, the Commission's 
fina} analysis is as follows: 

L Need and purpose of this action: 

The regulations affected by this 
decision were drafted in 1972, when the 
cable industry was in its early stage of 
development. Since then, the industry. 
has matured and competition has grown 
for cable. In view of that maturity and 
competition, this action is appropriate to 
update the Commission's standards 
policy and reflect the competition. 

ll. Summary of tssues raised by the 
public comments in response to the 
Initial Regulatory Flexibility Analysis: 


The Initial Regulatory Flexibility 
Analysis estimated that adoption of the 
Notice in its entirety would save over 
51,200 work hours. Although one 
commenter disagreed with that figure, 
upon careful review of the information 
before us we still believe that these 
savings are an accurate estimate. 

Ill. Significant alternatives considered 
and rejected: 

The Commission considered al! of the 
alternatives raised in this proceeding, 
including the deletion of alt standards, 
the retention of the existing standards, 
and the retention of standards only in 
certain defined circumstances, and it 
considered all the timely filed comments 
directed to the various issues in the 
Notice. After carefully weighing all 
aspects of this proceeding, the 
Commission has adopted the course of 
action under the mandate of the 
Communications Act of 1934, as 
amended that appears best calculated to 
eliminate unnecessary regulatory 
requirements, preserve the appropriate 
role of federal, state, and local 
regulatory authorities, and promote 
rapid and efficient communications to 
the public. 


Paperwork Reduction Act Statement 


25. The proposal contained herein has 
been analyzed with respect to the 
Paperwork Reduction Act of 1980 and 
found to impese no new or modified 
requirements or burden upon the public. 


Actions 


26. The Secretary shall cause a copy 
of this Report and Order, including the 
Final Regulatory Flexibility Analysis, to 
be sent to the Chief Counsel for 
Advocacy of the Small Business 
Administration, in accordance with 
Paragraph 603(a) of the Regulatory 
Flexibility Act (Pub. L. No. 96-354, 94 
Stat. 1164, 5 U.S.C. 601 et seg., {1981). 

27. Accordingly, it is ordered that 
under the authority contained in Section 
4{i) and 303{r) of the Communications 
Act of 1934, as amended, and the Cable 
Communications Policy Act of 1984, Part 
76 of the Commissions's Rules is 
amended as set forth in Appendix A. 
effective January 23, 1986. 

28. Further information on this 
proceeding may be obtained from 
Bernard Gorden or John Wong at 202- 
632-9660. 


Federal Communications Commission. 
William J. Tricarico, 
Secretary. 


Appendix A 
PART 76—[ AMENDED} 
47 CFR Part 76 is amended as follows: 


1. The authority citation for Part 76 
‘ continues to read as follows: 


Authority: 47 U S.C. 154, 303, and 601 
2. 47 CFR 76.601 is amended by 
revising paragraph (b} and removing 

paragraphs (c}, (d), (e), and (f}. 


§ 76.601 Signal leakage measurements. 


(b) All cable television systems 
serving 1,000 or more subscribers, and 
all cable television systems serving less 
than 1,000 subscribers that use any 
frequency spectrum other than that 
allocated to over-the-air broadcasting 
(as described in § § 73.603 and 73.210}, 
shall conduct all tests, measurements 
and monitoring of radiation and signal 
leakage to demonstrate compliance with 
the radiation limits set forth in 
§ 76.605{a}(11) as follows: 

(1) The Cable system operator shall 
conduct signal leakage measurements in 
accordance with §76.609{h} at least once 
each calendar year fat intervals not to 
exceed 14 months} and shall maintain 
the resulting test data on file at the 
operator's local business office for at 
least five (5) years. It shall be made 
available for inspection by the 
Commission on request. This data shall 
include a description of instruments and 
procedure and a statement of the 
qualification of the person performing 
the tests. 

(2) Successful completion of the 
performance tests does not relieve the 
system of the obligation to comply with 
all other pertinent technical standards 
set forth in this subpart. Additional or 
repeat tests may be required by the 
Commission in order to secure 
compliance with these standards. 

3. 47 CFR 76.605 is amended by 
revising paragraph (a)(3}, by removing 
paragraph (a}{6), by redesignating 
current paragraphs (a){7)} through (a){12) 
as new paragraphs (a}(6) through (a)}{11} 
and by adding a note at the end of the 
section to read as follows:. 


§ 76.605 Technical standards. 
(a) ~*~ * 
» (3) The aural center frequency-of the 
aural carrier must be 4.5 MHz+ kHz 
above the frequency of the visual carrier 
Note.—The requirements of §§ 76.605(a)(1) 
through 76.605({a}(10) do not apply directly to 
cable systems. These rule sections or less 
stringent versions of them may be used as 
standards by state or local regulatory 
authorities. No technical parameter in excess 
of the above rule sections may be required: 


Appendix B—List of Commenters 


Initial Comments 
1. Adelphia Communications Corporation 
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2. Addison, Illinois 

3. American Radio Relay League, Inc. (ARRL) 

4. Association of Maximum Service 
Telecasters (MST) 

5. Atlantic Research Corporation 

6. Austin, Texas 

7. Cable Television Information Center 

8. California Department of Forestry 

9. Capital Cities Cable, Inc. (Capital Cities) 

10. CBS, Inc. 

11. Communications General Corporation 

12. Connecticut Department of Public Utility 
Control 

13. County of San Diego (California) Cable 
Television Review Comm. 

14. Forestry, Conservation Communications 
Association, Inc. (FCCA) 

15. General Electric Company (GE) 

16. Gill Industries 

17. Joseph S. Gans, Inc.; Mid-Coast Cable 
Television, Inc.; and Service Electric Cable 
TV, Inc. 

18. Hawaii Dept. of Commerce and Consumer 

. Affairs (State of Hawaii) 

19. lowa City, lowa 

20. City of Los Angeles, California 

21. Monroe City-County (Michigan) Office of 
Civil Preparedness 

22. Motorola, Inc. (Motorola) 

23. Naperville, Illinois 

24. National Academy of Sciences (NAS) 

25. National Association of Broadcasters 
(NAB) 

26. National Association of State Cable 
Agericies (NASCA) 

27. National Cable Television Association, 
Inc. {NCTA) 

28. National League of Cities 

29. National Telephone Cooperative 
Association 

30. New York Citizens’ Committee for 
Responsible Media 

31. City of New York 

32. New York State Commission on Cable 
Television 

33. Raystay Company 

34. Sacramento County, Calif.; California 
Metro; Montgomery County, Md.; 
Cincinnati, Ohio; Scottsdale; Ariz.; and 
East Saint Louis, Mo. - 

35. Scientific Atlanta 

36. State of California, Telecommunications 
Division 

37. State of New York Department of 
Environmental Conservation 

. 38. State of New York Department of State 

39. Suburban Cablevision 

40. Telecable Corporation 

41. Tele-Communications Inc. 

42. Viacom International Inc. 

43. Victor Gates 

44. Village of Addison, Illinois 

45. Village of Brookfield, Illinois 

46. Villiage of Lisle, Illinois 

47. Village of Mayville, and Town of 
Chautauqua (New York) Cable TV 
Advisory Committee 

48. Village of Woodridge, Illinois 

49. Wheaton, Illinois 

_ 50. Zenith Electronics Corporation (Zenith) 


Reply Comments 

1. ARRL 

2. Cable Television Information Center 
3. Capital Cities 

4. Dallas, Texas 


5. Department of Defense 

6. Joseph S. Gans, Inc.; Mid Coast Cable 
Television, Inc.; and Service Electric Cable 
TV, Inc. 

7. Gaylord Broadcasting Company 

8. J. Steven Grantham 

9. Group W Cable, Inc. 

10. Harron Communications Corp., Telecable 
Corporation, and Tribune Cable 
Communications, Inc. 

11. MST 

12. NAB 

13. NCTA 

14. New York Citizens’ Committee for 
Responsible Media 

15. City of New York 

16. New York State Sheriffs’ Association 

17. Riverview, Michigan 

18. David Alkire Smith 

19. Storer Communications, Inc. 

20. Viacom International, Inc. 


Concurring Statement of Chairman Mark 
S. Fowler 


Re: Signal Quality Rules for Cable 
Television 

The Commission today correctly 
decided to continue its 1974 preemption 
of state and local cable signal quality 
regulations. The possibility of hundreds 
or even thousands of different standards 
being adopted by the more than 18,000 
cable franchise authorities creates a 
clear and present danger both to the 
provision of economically sound 
interstate cable communications 
services and to technical progress and 
innovation from the equipment 
manufacturing sector. Particularly in 
times of great technological change and 
innovation, technical standards may 
impede such forces. It is also our 
responsibility at the federal level to 
ensure that interstate communications is 
not substantially burdened by a 
patchwork of different local regulations. 
This applies both to cable software and 
hardware. 

As to the local standard setting 
process, even within federal guidelines, I 
think the fundamental questions still 
need to be asked. Where is the 
compelling government interest? Where 
is the need for signal quality regulation? 
Where is the record which shows that 
the marketplace forces will not 
accomplish the goal at which signal 
quality regulation is aimed? 

Cable operators, like all providers of 
video services, depend centrally on 
signal quality to operate successfully. 
Cable subscribers have direct access, 
through their monthly subscription 
payment, to marketplace mechanisms 
which control cable operators decisions 
on matters such as signal quality. I am 
unable to understand how anyone could 
think government standard setters— 
with their lack of practical experience in 
cable construction and maintenance, 
and inability to react rapidly and 
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flexibly to technological innovations— 
can or should be setting quality 
standards, regulating signal quality, or 
otherwise second-guessing cable 
subscribers’ decisions as to the signal 
they receive. 

Even if such practical expertise 
existed, there remains unanswered the 
justification or governmental 
intervention. That was my view when 
we eliminated signal quality standards 
for broadcast signals; we have not 
observed any deterioration in that 
instance. That also was my view when 
we considered mandating cable carriage 
of stereo sound. The observations in my 
separate statement in that stereo must- 
carry case are relevant here as well: this 
too is “a situation where marketplace 
forces will accomplish the goals that a 
prior Commission—with a proregulatory 
philosophy and less understanding of 
the value of unregulation in fostering the 
development of telecommunications— 
would have tried to accomplish by 
imposing rules.” That view does not 
change just because there are 
intervening parties—the cities—who 
don’t agree with the marketplace 
approach to communications regulation 
being implemented by this Commission 
and who wish for some reason to 
reverse the basic proposition that proof 
of need should precede government 
regulation of the people's lives and 
commerce. 

[FR Doc. 85-30196 Filed 12-23-85; 8:45 am] 


BILING CODE 6712-01-M 
DEPARTMENT OF TRANSPORTATION 


Office of the Secretary 


49 CFR Part 1 


[OST Docket No. 1; Amdt. 1-205] 
Organization and Delegation of 
Powers and Duties 

AGENCY: Office of the Secretary DOT. 
ACTION: Final rule. 


SUMMARY: This amendment delegates to 
the Assistant Secretary for Policy and 
International Affairs authority to issue 
aviation consumer protection 
regulations and waivers from these 
regulations. This authority had been 
delegated to the Assistant Secretary for 
Governmental Affairs. By an 
amendment to 14 CFR Part 385, a portion 
of that authority was delegated to the 
Director, Office of Community and 
Consumer Affairs. 

DATE: The effective date of this 
amendment is December 24, 1985. 

FOR FURTHER INFORMATION CONTACT: 
Becky L. Bentson, Office of the General 
Counsel, U.S. Department of 
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Transportation, Washington, DC, {202) 
472-5577. 

SUPPLEMENTARY INFORMATION: Since 
this amendment relates to Departmental 
management, procedures, and practice, 
notice and comment on it are 
unnecessary and it may be made 
effective fewer than thirty days after 
publication in the Federal Register. 

On December 31, 1984, the 
Department of Transportation reissued 
the former Civil Aeronautics Board rules 
(14 CFR Part 385) dealing with the 
delegation of numerous items of 
discretionary authority needed to carry 
out Titles IV and.X of the Federal 
Aviation Act of 1958, as amended, and 
related statutes (49 FR 50984, December 
31, 1984.) Concurrently with the 
reissuance of Part 385, the Department 
issued amendments to 49 CFR Part 1 te 
delegate transferring CAB functions to 
Secretarial officers within DOT (49 FR 
50994, December 31, 1984). Editorial 
corrections and a new subpart to 14 CFR 
Part 385 were issued later. (50 FR 7169, 
February 21, 1985.) 

The Secretary has now. determined 
that the authority to issue aviation 
consumer protection regulations, and 
waivers from those regulations, should 
be carried out by the Assistant 
Secretary for Policy and International 
Affairs rather than the Assistant 
Secretary for Governmental Affairs: 

‘This amendment redelegates that 
authority to the Assistant Secretary for 
Policy and International Affairs. A 
separate amendment to 14 CFR Part 385 
appearing in this issue of the Federal 
Register makes a conforming change to 
14 CFR Part 385. 


List of Subjects in 49 CFR Part 1 


Authority delegations (government 
agencies), Organization and functions 


(government agencies), Transportation 
Department. 

Accordingly, 49 CFR Part 1 is 
amended as follows: 


PART 1—[AMENDED] 


1. The authority citation for Part 1 
continues to read as follows: 


Authority: 49 U.S.C. 322. 


§ 1.56 Delegations to Assistant Secretary 
for Policy and international Affairs. 

2. Section 1.56is amended by adding 
at the end thereof a new paragraph (j) to 
read as follows: 

{j) Carry out the following consumer 
protection functions: 

(1) Issue consumer protection 
regulations, and waivers and 
exemptions therefrom; 

(2) Carry out the following statutory 
provisions relating to consumer 
protection: 

(i) Section 4(a)(5) of the Civil 
Aeronautics Board Sunset Act of 1984 
(October 4, 1984; Pub. L. 98-443), relating 
to enforcemenf of the Consumer Credit 
Protection Act; 

(ii) Sections 101(3) (relating to 
relieving certain carriers from provisions 
of the Federal Aviation Act), 204 
(relating to taking such actions and 
issuing such regulations as may be 
necessary to carry out responsibilities 
under the Act), 404 (relating to enforcing 
the duty of carriers to provide safe and 
adequate service), 407(a) (relating to 
requiring the production of information, 
entering carrier property, and inspecting 
records), 411 (relating to determining 
whether any carrier or ticket agent is 
engaged in unfair or deceptive practices 
or unfair methods of competition); and 
416 (relating to establishing just and 


reasonable classifications of carriers © 
and rules to be followed by each) of the 
Federal Aviation Act of 1958, as 
amended, (49 U.S.C. 1301(3), 1324, 1374, 
1377(a) and (e), 1381, and 1386) as 
appropriate to the consumer protection 
functions in this paragraph. 


§ 1.61. Delegations to Assistant Secretary 
for Governmental Affairs. [Amended] 

3. Section 1.61(d)(4) is removed and 
marked “[Reserved]”. ; 

4. Section 1.61{d)(5) is revised to read 
as follows: 


* . * . * 


(d) ** * : 

(5) Carry out the following statutory 
provisions: 

(i) Section 4{a)(5).of the Civil 
Aeronautics Board Sunset Act of 1984 
(October 4, 1984; Pub. L. 98-443), relating 
to enforcement of the Consumer Credit 
Protection Act; 

(ii) Sections 204 (a) and (b) {relating to 
taking such actions as may be necessary 
to carry out responsibilities under the 
Federal Aviation Act), 407 (a) and (e) 
(relating to requiring the production of 
information, entering carrier property, 
and inspecting records), and 411__ 
(relating to determining whether any 
carrier or ticket agent is engaged in 
unfair or deceptive practices or unfair 


‘ methods of competition), of the Federal 


Aviation Act of 1958, as amended, (49 
U.S.C. 1324 (a) and (b), 1377(a) and (e), 
and 1381) as appropriate to the 
consumer information and assistance 
functions in this paragraph. 

Issued in Washington, DC, on December 14, 
1985 
Elizabeth Hanford Dole, 
Secretary of Transportation. 
{FR Doc. 85-30387 Filed 12-23-85; 8:45 am] 
BILLING CODE 4910-62-M 





Proposed 


Rules 


This section of the FEDERAL REGISTER 
contains notices to the .public of the 
proposed issuance of rules and 
regulations. The purpose of these notices 
is to give interested persons an 
opportunity to participate in the rule 
making prior to the adoption of the final 
rules. 


DEPARTMENT OF AGRICULTURE 
Federal Grain Inspection Service 
7 CFR Part 68 


Regulations and Standards for 
Inspection and Certification of Certain 
Agricultural Commodities and Their 
Products 


AGENCY: Federal Grain Inspection 
Service, USDA.' 


ACTION: Proposed rule. 


SUMMARY: In compliance with 
requirements for periodic review, the 
Federal Grain Inspection Service (FGIS 
or Service) reviewed and proposes to 
revise Subpart A of the Part 68 
regulations under the Agricultural 
Marketing Act of 1946, as amended 
(Act), by completely rewriting and 
reorganizing these regulations. The 
proposed changes would combine and 
consolidate compatible requirements, 
incorporate many procedures currently 
found in instructions, simplify the 
overall language, conform certain 
provisions to present marketing 
practices, and facilitate the use of the 
regulations. This proposal would remove 
the requirement that all factor 
information determined during the 
course of an inspection be reported on 
an official certificate. It would also 
remove certain definitions that are no 
longer required and certain provisions 
that are no longer necessary. The 
proposal would establish provisions for 
providing a service on nongraded 
commodities, permitting appeal 
inspection services to be performed on a 
new sample when insect fragments are 
present, and for applications, 
terminations, and surrender of licenses 
issued by the Services. 


'The authority to exercise the functions of the 
Secretary of Agriculture contained in the 
~ Agricultural Marketing Act of 1964, as amended (7 
U.S.C: 1621-1627) concerning inspection and 
standardization activities related to grain and 
similar commodities and products thereof has been 
delegated to the Administrator, Federal Grain 
Inspection Service (7 U.S.C. 75a; 7 CFR 68.2(e)). 


DATE: Comments must be submitted on 
or before February 24, 1986. 

ADDRESS: Comments must be submitted 
in writing to Lewis Lebakken, Jr., 
Information Resources Staff, RM, USDA, 


* FGIS, Room 0667 South Building, 1400 


Independence Avenue SW., 
Washington, DC 20250, telephone (202) 
382-1738. All comments received will be 
made available for public inspection at 
the above address during regular 
business hours (7 CFR 1.27(b)). A 
summary of comments received on this 
paren will be published with the final 
rule. 
FOR FURTHER INFORMATION CONTACT: 
Lewis Lebakken, Jr., {address above), 
telephone (202) 382-1738. 
SUPPLEMENTARY INFORMATION: 
Executive Order 12291 

This proposed rule has been issued in 
conformance with Executive Order 
12291 and Departmental Regulation 
1512-1. This action has been classified 
as nonmajor because it does not meet 
the criteria for a major regulation 
established in the Order. 


Regulatory Flexibility Act Certification 


Dr. Kenneth A. Gilles, Administrator, 
FGIS, has determined that this proposed 
rule will not have a significant economic 
impact on a substantial number of small 
entities as defined in the Regulatory 
Flexibility Act (5 U.S.C. 601 et seq.) 
because most users of the official 
inspection and weighing services and 
those entities that perform these 
services do not meet the requirement for 
small entities, and this action poses no 
new or additional duties or obligations 
to business entities involved in the 
loading, weighing, handling, or sampling 
of commodities. 

Information Collection and 
Recordkeeping Requirements 

In compliance with the Office of 

Management and Budget (OMB) 


regulations (5 CFR Part 1320) which 


implement the Paperwork Reduction Act 
of 1980 (Pub. L. 96-511) and section 
3504(h) of this Act, the information 
collection and recordkeeping 
requirements contained in this proposed 
rule have been submitted to OMB for 
review. 
Regulatory Review 

The review of the regulations 
concerning Part 68, Subpart A— 
Regulations included a determination of 
continued need for and consequences of 
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the regulations. The objective.of the 
review was to ensure that the 
regulations are serving their intended 
purpose, the language is clear, and the 
regulations are consistent with FGIS 
policy and authority. FGIS has 
determined that, in general, these 
regulations are serving their intended 
purpose, are consistent with FGIS policy 
and authority, and should remain in 
effect. FGIS, however, proposes to 
revise Part 68, Subpart A—Regulations 
in its entirety. This proposed action 


' would consolidate compatible 


provisions, organize them into a more 
logical order, clarify and remove 
unnecessary language, and remove 
provisions that are no longer needed. 
The proposed revisions will facilitate 
the use of these regulations. These 
revisions, if adopted, would remove the 
regulatory requirements currently found 
in § 68.40, Samples to be identified; 

§ 68.48, Refunds, § 68.52, Political 
activity; and § 68.54, Loaning of 
samples. In addition, four definitions in 
the current § 68.2, Terms defined would 
be removed. They are § 68.2(f), Division; 
§ 68.2(g), Director; § 68.2(1), Supervising 
inspector; and § 68.2(0), Office of 
inspection. These proposed deletions 
would eliminate unnecessary, outdated, 
or duplicative provisions in the 
regulations. All other provisions in the 
current Part 68, Subpart A—Regulations 
have been retained in the proposed 
revision. 

These regulations have not been 
extensively changed since 1954. In the 
interim, marketing and inspection 
practices and procedures have changed; 
and, when appropriate, such changes 
have been addressed in the instructions. 
This proposed revision has incorporated 
many of these changes. The inclusion of 
these provisions would update them to 
current inspection practices and 
procedures. This proposed incorporation 
of inspection procedures covered by 
instructions would not adversely impact 
on users of inspection services, since 
they are already following the 
procedures. 

Specifically, the following changes are 
proposed: 

1. The proposed § 68.1, headed as, 
Definitions, would be revised by 
combining the current §§ 68.1, 68.2, and 
68.36, plus consolidating definitions from 
other sections of the current regulations. 
Some new definitions would also be 
added. The definitions in current 





§ 68.2(f), (g), (1), and (0) would-be 
removed because they are no longer . 
applicable or necessary. The remaining 
and new definitions would be placed in 
alphabetical order for easy reference. 

2. The proposed § § 68.5-68.13, headed 
as, Administration, would include 
provisions of an administrative nature, 
such as nondiscrimination policy, 
procedures for establishing regulations, 
complaints, provisions for hearings, and 
public information. These proposed 
sections reflect, in part, the applicable 
portions of §§ 68.3, 68.5, 68.49, 68.51, and 
68.53 of the current regulations. 

3. The proposed § § 68.20-68.26, 
headed as, Conditions for Obtaining or 
Withholding Service, would include 
provisions for obtaining or withdrawing 
requests for service, dismissing requests. 
for service, conditional withholding of 
service, denial of service, and payment 
of expenses incurred by the cooperator 
or the Service. Current provisions 
relating to these proposed sections are 
contained in §§ 68.4, 68.9-68.11, 68,21, 
68.22, 68.24, 68.30, 68.32, 68.34, 68.35, 
68.43, and 68.50. 

4. The proposed §§ 68.30-68.36, 
headed as, Jnspection Methods and 
Procedures, would include the methods 
and order for performing inspection 
service, sample requirements, partial 
inspection, and sampling provisions by 
level of service. These sections reflect 
appropriate portions of § 68.6, 68.12- 
68.14, 68.21, 68.23, 68.33, 68.34, 68.37, and 
68.39 of the current regulations. In 
addition, a section covering loss of 
identify would delineate situations 
when the identify of a commodity lot 
and the identity of a commodity sample 
would-be considered lost. 

5. The proposed §§ 68.40-68.44, 
headed as, Original Inspection Service, 
would provide for who may request 
inspection service, contract service, how 
to request original service, certificating 
original inspection results, and new 
original inspection service. Current 
provisions relating to these proposed 
sections are contained in §§ 68.4, 68.7, 
68.8, 68.12, 68.13, 68.29, 68.30, and 68.43. 
The proposed section on new original 
inspection service would clarify when 
an applicant may request a new original 
inspection. A better guideline is needed 
for clarity as to when and 6n what basis 
a new original inspection can be 
requested. The proposed clarification 
would permit new original inspection on 
previously-inspected commodity lots 


only when circumstances are such as to. - 


prevent a retest; appeal, or Board appeal 
inspection; and all new original 
inspections would be performed on- new 
samples drawn from the lot: 

6. The proposed §§ 68.50-68.52, 
headed as, Retest Inspection Service, 


would provide a new level of inspection 


service for nongraded commodities. The 


proposed sections would include 
provisions covering who may request 


service, how to request retest inspection” 


service, and certificating retest results. 
The proposed retest service would allow 
applicants to request-additional testing 
on the file sample for one or more. 
factors when they are dissatisfied with 
that results of an original inspection. 
Currently, if an applicant is dissatisfied 
with the result of one or more factors, 
the applicant must request an appeal 
inspection service whereby all factors 
are retested. The current procedure for 
retesting all factors as part of an appeal 
inspection service for nongraded 


commodities is costly and may not meet . 
the needs of the industry. Many factors _. 


are included in contract specifications 


for nongraded commodities that require © 


tests using specialized laboratory 
equipment. This results in laboratory 
charges that average approximately 
$111 for flour, $127 for corn meal 
(Export), $145 for soy-fortified corn 
meal, $145 for corn-soy blend, $116 for 
rolled oats, and $105 for corn-soya milk. 
Since each test result is individually 
compared to contract specifications, it 
may be costly to retest all factors when 
the applicant is dissatisfied with the 
results of one or more factors. To 
provide inspection services that meet 
industry needs while at the same time 
minimizing costs to applicants for 
service, FGIS is proposing a retest 
service for nongraded commodities. 
Under the proposed retest inspection 
service, certificates issued for retest 
services will supersede the original 
inspection-certificate. If an applicant for 
inspection is not satisfied with the retest 
results, an ‘appeal inspection service 
may be requested. Under this proposal, 
all fators that were determined during 
the original inspection would be tested 
as part of the appeal inspection service. 
This proposal would also provide 
applicants for inspection of nongraded 
commodities with three levels of service 
which are consistent with the current 
provisions for graded commodities. The 
three levels of service are also 
consistent with other commodities- 
inspected under the Agricultural 
Marketing Act of 1946 which provides 
retest service on one or more factors 
when laboratory testing services have 
been performed. 

7. The proposed §§ 68.60-68.63, 
headed as, Appeal Inspection Service, 
would include provisions setting out 
who may request appeal inspection 
service, how to request appeal 
inspection service, who shall perform 
appeal inspection.service, and 
certificating appeal results. These 
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proposed sections reflect-appropriate 
portions of current §§68.21, 68.22, 68.25, ‘ 
68.26, 68.28, and 68.28a. In addition, 
these proposed revisions would permit 
an appeal inspection for insect 
fragments found in nongraded processed 
products to be peformed on a new 
sample. Currently, the regulations limit 
appeal inspections to a review of the 
sampling procedure and an analysis of 
the file sample when, as a result of the 
original inspection, the commodity was 
found to be contaminated with filth or tc 
contain a deleterious substance. In all 
other cases, an appeal inspection may 
be based on a new sample or a file 
sample. Various industry groups have 
requested that FGIS consider permitting 
the analysis of new samples under 
appeal inspections when the insect 
fragment and rodent hair levels exceed 
the Food and Drug Administration's 
Defect Action Levels or contract 
specifications: Based on day-to-day 
testing experience, FGIC has determined 
that rodent hair contamination, like 
glass, metal, ora toxic substance, may 
not be homogeneously distributed 
throughout commodity lots. However,. 
FGIS has determined based upon 
program test results that insect fragment 
contamination is usually homogeneous 
in nongraded processed products. 
Consequently, FGIS proposes to permit 
an analysis of new samples for insect 
fragments in nongraded processed 
products but not for rodent hairs. 


8. The proposed § § 68.70-68.75, 
headed as, Official Certificates, would 
include provisions for official. certificate 
issuance and distribution, certificate 
requirements, certification of results, 
corrected certificates, divided-lot 
certificates, and duplicate certificates. 
The current provisions relating to these 
proposed sections are in § § 68.14— 
68.16a, 68.27, and 68.31. In addition, 
these proposed sections would remove 
the requirement that any factor on 
graded commodities for which an 
official determination is made during the 
course of the inspection be shown on the 
inspection certificate. Various industry 
groups have indicated that the 
requirement to report factor information 
not requested by the buyer is not needed 
and confuses both the buyer and 
financial institutions. After reviewing 
industry concerns that reporting factor ~ 
information not requested by the buyer . 
may cause confusion in the marketplace, 
it is proposed that the requirement be 
removed. However, the requirement to . 
show grade determining factors on all 
certificates would be.retained since the 
information is generally desired by. the 
industry. .This:proposal.would not 
prohibit applicants from obtaining -. 





specific factor information, when 
requested. - 

9. The proposed § § 68.80-68.84, 
headed as, Licensed Inspectors, 
Technicians, and Samplers, would 
provide for who may be licensed, 
licensing procedures, and suspension or 
revocation of licenses. The current 
regulations provide for licensing in 
§§ 68.37, 68.38, 68.41, and 68.50. 

10.. The proposed §§ 68.90.92, headed 
as, Fees, would provide for FGIS fee 
schedules. These fees have already been 
reviewed and published as a final rule 
on June 28, 1984, in the Federal Register 
(49 FR 26547}. The specific fees and 
charges in current §§ 68.42a and 68.42b 
pertaining to commodity and rice’ 
inspection services would not be 
changed. If this proposal is adopted, the 
current’ § § 68.42a, 68.42b, and 68.43 
would be redesignated § § 68.90, 68.91, 
and 68.92, respectively. In addition, the 
current provisions in § 68.43(a) would be 
moved to § 68.1 and paragraphs (b) 
through {i} would be redesignated (a) 
through {h}. 


List of Subjects in 7 CFR Part 68 


Administrative practice ane 
. procedure. -. 

Accordingly, it is. proposed that 7 CFR 
Part 68, be amended as follows: 

4. The authority citation for Part 66 
: Fevised to read as follows: 


Authority: Secs. 202-208, 60 Stat. 1087, as 
amended {7 U.S.C. 1621 et seg.) 


2. Subpart A is revised to read as 
follows: 


PART 68—REGULATIONS AND | 
STANDARDS FOR INSPECTION AND 
CERTIFICATION OF CERTAIN 
AGRICULTURAL COMMODITIES AND 
THEIR PRODUCTS 


Subpart A—Regulations 


Sec. 
Definitions 


68:1: Meaning of terms. 


' Administration - 
68.5 Administrator 
68.6 Nondiscrimination—policy and 
provisions. 
Procedures for establishing regulations 
and standards. 
_68.8 Complaints and reports of alleged 
violations. 
$8.9 Provisions for hearings. 
58.10 Information about the Service. Act. . 
and regulations. 
68.11 Public information. 
68.12 "Identification. 
68.13 Regulations not applicable for certain 
purposes. 


68.7 
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Sec. 


Conditions for Obtaining or Withholding 

Service 

68.20 Availability of services. 

68.21 Requirements for obtaining service. 

68.22. Withdrawal of request for inspection 
service by applicant. 

68.23 Dismissal of request for inspection 
service. 

68.24 Conditional withholding of service. 

68.25 . Denial or withdrawal of service. 

68.26' Expenses of the cooperator or the 
Service, 


Inspection Methods and Procedures 


68.30 Methods and order of pérforming 
inspection service. 

68.31 Kinds of inspection services. 

68.32 Who shall inspect commodities. 

68.33 Sample requirements; general. 

68.34 Partial inspection. 

68.35 Sampling provisions by level of 
service. 

68.36 Loss of identity. 

Original Inspection Service 

68.40 Who may request original inspection 
service. 

68.41 Contract service. 

68.42 How to request original inspection 
service. 

68.43  Certificating original inspection 
results: 

68.44 New original inspection 


. Retest Inspection Service 


68.50 Who may request retest inspechion 
service. 

68:51 How to request retest inspection 
service. 

68.52 Certificating retest results 


Appeal Inspection Service 


68.60 Who may request appea) inspection 
service. 

68.61 - How to request appeal inspection 
service. 

68.62 Who shall perform appeal inspection 
service. 

68.63 Certificating appeal results 


Official Certificates 


68.70 Official certificates: issuance and 
distribution. 

68:71: Official certificate requirements 

68.72 . Certification of results 

68.73. Corrected certificates 

68.74 Divided-lot certificates 

68.75 _ Duplicate certificates 


Licensed Inspectors, Technicians, and 
Samplers 


68.80 - Who may be licensed. 

68.81 Licensing procedures 

68.82 Voluntary cancellation or suspension 
of license. 

68.83 Automatic suspension of license by 
change in employment. 

68:84 Suspension or revocation of license. 


Fees 


68.90 Fees for certain Federal inspection 
services. 

68.91 Fees for certain Federa} rice” 
inspection services. 
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Sec. 


68.92 Explanation of service fees and 
additional fees. 


* as * * * 


Subpart A—Regulations 
Definitions 


§ 68.1 Meaning of terms. 


(a) Construction. Words used in the 
singular form are considered to imply 
the plural and vice versa, as 
appropriate. 

(b) Definitions. For the purpose of 
these regulations, unless the context 
requires otherwise, the following terms 
have the meanings given for them 
below. 

(1) Act. The Agricultural Marketing . 
Act of 1946; as amended (60 Stat. 1087 et 
seq., as amended, 7 U.S.C. 1621 et seq:). 

(2) Administrator. The Administrator 
of the Federal Grain Inspection Service 
or any person to whom ae has 
been delegated. 

(3) Appeal inspection service. A 
review by the Service of the results of 
an original inspection or retest 
inspection service. 

(4) Applicant. An interested person 
who requests any inspection service 
with respect to a commodity, 

.. (5) Authorized inspector. The 
Administrator. may authorize a 
Departmental employee. to inspect a 
commodity after the employee has 
demonstrated a thorough knowledge of 
a commodity and the Act, regulations, 
standards, instructions, and procedures 
under which it is inspected. 

(6) Board appeal inspection service. A 
review. by. the Board of Appeals and 
Review of the results of an original 
inspection or appeal inspection service 
on graded commodities. 

(7) Board of Appeals and Review or 
Board. The Board of Appeals and 
Review of the Service. 

(8) Business day: The established field 
office working hours, any Monday 
through Friday that is not a holiday, or 
the working hours and days established 
by a cooperator. 

(9) Carrier: A truck, trailer, truck/- 


- trailer(s) combination, railroad car, 


barge, ship, or other container used to 
transport bulk, sacked, or packaged 
commodity. 

(10) Commodity. Agricultural 
commodities and products that the 
Secretary has assigned to the Service for 
inspection under the Act,'including but 
not limited to, dry beans, grain, hay, 
hops, lentils, oilseeds, dry peas, split 
peas, rice, and straw. 

(11} Continuous inspection. The 
conduct of inspéction services in an’ 
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approved plant where.one or more 
official inspection personnel are present 
during the processing of a commodity to 
make in-process examinations of the 
preparation, processing, packing, and 
warehousing of the commodity and to 
determine compliance with applicable 
sanifation requirements: 

(12) Contract service. Any service 
performed under a contract between an 
applicant and the Service. 

(13) Contractor. Any person who 
enters into a contract with the Service to 
perform specified inspection services. 

(14) Cooperator. An agency or 
department of the Federal Government 
which has an interagency agreement or 
State agency which has a reimbursable 
agreement with the Service. 

(15) Cooperator inspection service. 
The inspection service provided by a 
cooperator under the regulations. Under 
this service, inspection certificates are 
issued. by, the cooperator and all fees 
and charges are collected by the 
cooperator, except as provided in the 
agreement. 

(16) Department. The United States 
Department of Agriculture. 

(17) Factor. A quantified physical or 
chemical property identified in official 
standards, specifications, abstracts, 
contracts, or other documents whose 
measurement describes a specific 
quality of a commodity. 

(18) Field office. An office of the 


Service designated to perform, monitor, 


or supervise inspection services. 

(19) Grade. A grade designating a 
level of quality as defined in the 
commodity standards promulgated by 
the Administrator. 

(20) Holiday. The legal public 
holidays specified in paragraph (a) of 
section 6103, Title 5, of the United States 
Code (5 U.S.C. 6103(a)) and any other 
day declared to be a holiday by Federal 
Statute or Executive Order. Under 
section 6103 and Executive Order 10357, 
as amended, if the specified legal public 
holiday falls on a Saturday, the 
preceding Friday shall be considered to 
be the holiday, or if the specified legal 
public holiday falls on a Sunday, the 
following Monday shall be considered to 
be the holiday. 

(21) Inspection certificate. A written 
printed official document which is 
approved-and which shows the results 
of an inspection service performed 
under the Act. 

(22) Inspection service. (i) Applying 


such tests and making examinations of a. 


commodity and records by official 
personnel as may be necessary to 
determine the kind, class, grade, other 
quality designation, the quantity, or 
condition of commodity; (ii) performing 
condition of.container, carrier. stowage. . 


examinations,.and any other services as 
related to commodities,.as necessary; 
and (iii) issuing an inspection:certificate. 

(23) Instructions. The Notices, 
Instructions, Handbooks, and other 
directives issued by the Service. 

(24) Interagency agreement. An 
agreement-between the Service and 
other branches of the Federal 
Government to conduct commodity 
inspection services as authorized in the 
Act. 

(25) Interested person. Any person 
having a contract or other financial 
interest in a commodity as the owner, 
seller, purchaser, warehouseman, 
carrier, or as otherwise. 

(26) Licensee. Any person licensed by 
the Service. 

(27) Nonregular workday. Any 
Sunday or holiday. 

(28) Official inspector. Any official 
personnel who performs, monitors, or 
supervises the performance of 
inspection service and certifies the 
results of the commodity. 

(29) Official personnel. Any 
authorized Departmental employee or 
person licensed by the Administrator to 
perform all or specified functions under 
the Act. 

(30) Official sampler. Any official 
personnel who performs, monitors, or 
supervises the performance of sampling 
of a commodity. 

(31) Official technician. Any official 
personnel who performs, monitors, or 
supervises the performance of specified 
inspection services and certifies the 
results thereof, other than certifying the 
grade of a commodity. 


(32) Origin. The geographical area or 


place.where the commodity is grown. 

(33) Original inspection service. An 
initial inspection of a commodity. 

(34) Person. Any individual, 
partnership, association, corporation, or 
other business entity. 

(35) Plant. The premises, buildings, 
structure, and equipment (including but 
not limited to machines, utensils, 
vehicles, and fixtures located in or 
about the premises) used or employed in 
the preparation, processing, handling, 
transporting, and storage of 
commodities. 

(36) Regular workday. Any Monday 
through Saturday that is not a holiday. 

(37) Regulations. Thé regulations in 
this Part. 

(38) Reimbursable agreement. An 
agreement: between the Service and. 
State: agencies to conduct commodity 
inspection services authorized by the 
Act:: 


(39) Retest jomnathion service. To test > 


again a factor(s) of nongraded 
commodities previously tested using the 
same laboratory procedures.. - 


BEST COPY AVAILABLE 
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(40) Secretary. The-Secretary of - 
Agriculture of the United States or any 
person to whom authority has bean 
delegated. 

(41) Service. The Federal Grain 
Inspection Service of the United States 
Department of Agriculture (FGIS). 

(42) Serviced representative. An 
employee authorized by the Service or a 
person licensed by the Administrator. 

(43) Specification. A document which 
clearly and accurately describes the 
essential and technical requirements for 
items, materials, or services including 
the inspection procedures. 

(44) Standards. The commodity 
standards in this Part that describe the 
physical and biological condition of a 
commodity at the time of inspection. 

(45) Submitted sample. A sample 
submitted by or for an interested person 
for inspection. 

(46) Test. A procedure to measure a 
factor using specialized laboratory 
equipment involving the application of 
established scientific principles and 
laboratory procedures. 


Administration. 


§68.5 Administrator. 


The Administrator, under the 
authority delegated by the Secretary, is 
charged with administering the 
regulations and those parts of the Act 
that relate to the regulations. 


§ 68.6 Nondiscrimination—policy and 
provisions. 

In implementing, administering, and 
enforcing the Act and the regulations, 
standards, and instructions, itis the __ 
policy of the Service to promote 
adherence to the provisions of the Civil 
Rights Act of 1964 (42 U.S.C. 2000a et 


seq,). 


§ 68.7 ‘Procedures for establistiing 
regulations and standards. 

Notice of proposals to prescribe, 
amend, or revoke regulations and 
standards shall be published in 
accordance with applicable provisions 
of the Administrative Procedures Act (5 
U.S.C. 551, et seq.). Any interested 
person desiring to file a petition for the 
issuance, amendment, or revocation of 
regulations or standards may do:so in’ 
accordance with 7 CFR 1.28 of the 
regulations of the Office of the Secretary 
of Agriculture. 


§ 68.8. oe: and sina of alleged 
violations. 

(a) General. Except as‘ provided ia 
paragraph-(b) of this section, complaints 
and-reports of violations involving the 
Act or the regulations, standards, and 
instruétions issued under the Act should” 
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be filed with the Service in accordance 
with 7 CFR 1.133 of the regulations of 
the Office of the Secretary of Agriculture 
. and these regulations and instructions 
issued pursuant to the Act. . 
_ (b) Retest inspection and appeal 
inspection services. Complaints 
involving the results of inspection 
services shall, to the extent practicable, 
. be submitted as requests for retest 
inspection, appeal inspection, or Board 
appeal inspection services as set forth i in 
these regulations. 


§68.9 Provisions for hearings. 
Opportunities shall be previded for 
hearings either in accordance with the — 

Rules of Practice Governing Formal 

Adjudicatory Proceedings Instituted by 

_ the Secretary under Various Statutes (7 
CFR, Part 1, Subpart H) orin accordance 

with FGIS procedures, as would be 

appropriate. 


§ 68.10. Information about the Service, Act, 
and regulations. 

Information about the Service, Act, 
regulations, standards, rules of practice, 
instructions, and other matters related ' 

‘ to'the inspection of commodities may be 
obtained by telephoning or writing the 

*'U.S. Department of Agriculture, Federal 
Grain Inspection Service, 1400° ~ - 


ail Independence Avenue SW., 


' Washington, DE 20250,-or ‘any field - « 
office or cooperator. ; 


§ 68.11 | Public information. : 

(a) General. This section is issued in 
accordance with §§ 1,1-1.16 of the 
regulations of the Secretary in Part 1, 
Subpart A, of Subtitle A of Title 7 (7 
CFR 1.1-1.16), and Appendix A thereto, 
implementing the Freedom of 
Information Act (5:U.S.C. 552). The 


Secretary's regulations, as implemented . 


' by this section, govern the availability of 
: records of the:Service:to the public. 

(b) Public inspection and copying. 
Materials maintained.by the Service, : 
. including those.described.in 7, CFR 
1.2(a), will be made available, upon.a 
- request which has not been denied, for 
public inspection and.copying at the 
U.S, Department of Agriculture, Federal 
Graindnspection Service,-1400 
Independence. Avenue, SW., 
Washington, DC 20250. The public may 
request access to these.materials 8:00 
‘a.m.—4:30 p.m. during regular workdays. 

(c) Indexes. The Service shall 
maintain an index of all material 
required to be made available in 7 CFR 
1,2(a). Copies of these indexes will be 
maintained at the location given in 
paragraph (b) of this section. Notice is 
hereby given that quarterly publication 
of these indexes is unnecessary and _, 
impracticable. because the material is 


voluminous and does not change often 
enough to justify the expense of 
quarterly publication. However, upon 
specific request, copies of any index will 
be provided at a cost not to exceed the 
direct costiof duplication. 

(d) Requests for records. Requests for 
records under'5 U.S.C. 552(a)({3) shall be 
made in accordance with 7 CFR 1.3({a) 
and shall be addressed as follows: 
Office of the Administrator, Federal 
Grain Inspection Service, FOIA Request, 


..U.S..Department of Agriculture, 1400. 
. Independence Avenue SW., 


Washington, DC 20250. 

(e) FOIA Appeals. Any person whose 
request, under paragraph (d) of this 
section, is denied shall have the right to 
appeal such denial in accordance with 7 
CFR 1.3{e). Appeals shall be addressed 
to the Administrator, Federal Grain 
Inspection Service, FOIA Appeal, U.S. 
Department of Agriculture, Washington, 
DC 20250. 

((f) Disclosure of information. FGIS ~ 
employees or persons acting for FGIS 
under the Act shall not, without the 
consent of the applicant, divulge or 
make known in any manner any facts or 
information acquired pursuant to the 
Act and regulations except'as 
authorized by the Administrator, by a 
court.of competent jurisduction, or 
otherwise by law. 


§.68.12 Identification. 


All official personnel shall have in 
their possession and present upon 
request, while on duty, the means of ' 
identification furnished to them by the 
Department. 


§ 68.13 Regulations not applicable for 
certain purposes. 

These regulations do not apply to the 
inspection of grain under the United 
States Grain Standards Act, as amended 
(7 U.S.C. 71 et seg.) or the inspection of 
commodities under the United States 
Warehouse Act, as amended (7 U.S.C, 
241 et seq.). | 


Conditions for Obtaining or Withholding | 


Service 


§68.20 Availability of services. 

(a) Original inspection service. 
Original inspection services are 
available according to this section and 
§ § 68.40-.45. 

(b) Retest inspection and appeal 
inspection services. Retest inspection, 
appeal inspection, and Board appeal 
inspection services are available 


63. 

(c) Proof of authorization. A 
cooperator or the Service may request ° 
satisfactory proof that an applicant is an 


according to §§ 68.50-.52 and §§.68.60-._. 
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interested person or their authorized 
agent. 


§ 68.21 Requirements for obtaining 
service. 

(a) Consent and agreement by 
applicant. In submitting a request for 
inspection service, the applicant and the 
owner of the commodity consent to the 
special and general requirements 
specified in paragraphs (b) through {j} of 
this section. : 

(b) Written confirmation. Verbal 
requests for inspection service shall be 
confirmed in writing upon request. Each 
written request shall be made in.English 
and shall include (1) the date filed; (2) 
the identification, quantity, and location 
of the commodity; (3) the type of 
service(s) requested; (4) the name.and 
mailing address of the applicant and, if 
made by an authorized agent, the 
agent’s name and mailing address; and 
(5) any other relevant information that 
the official with whom the application is 
filed may request. A written request or a 


, written confirmation of a verbal request 


shall be signed by the applicant or a 
duly authorized agent. 

.. (c).Names and addresses of interested 
persons. When requested, each 
applicant for inspection service shall 
show.on the application form the name 
and mailing address of each known. 
interested person... 

(d) Surrender .of: scpecutiiad:: 
certificates. Superseded certificates 
must be promptly surrendered. 

(e) Accessibility. (1) Commodities. 
Each commodity lot inspected shall be 
arranged so the entire lot may be 
examined or, if necessary, a 
representative sample can be obtained. 
If the entire lot is not accessible for 
examination or a representative sample 
cannot be obtained, the inspection shall - 
be restricted to an examination or 
sampling of the accessible portion and 
the results certified as stated in § 68.34. 

. (2) Origin records. When an applicant 
requests origin inspection, the records. 
indicating the origin of the commodity to 
be inspected shall be made accessible 
for examination and verification by 


' official.personnel. 


(f} Plant examination. Plant surveys 
shall be performed when required by 
contract or upon request. Survey results 
shall be reported in writing to a 


. designated plant official. If the plant is — 


approved as a result of the survey, 
inspection service may begin or 
continue at a time agreed upon by the 
plant management and the cooperator or 
Service. If the plant is not approved asa 
result of the survey, inspection service 
shall be conditionally withheld 
according to the procedures in § 68.24. 





(g) Working space. Applicant must 
provide adequate and separate space 
when inspection service is performed at 
a plant. 

(h) Loading and unloading conditions. 
Each applicant for inspection service 
shall provide or arrange for suitable 
conditions in the {1) loading and 
unloading areas and the truck and 
railroad holding areas; (2) pier or dock 
areas; (3) deck and stowage areas in the 
carrier; (4) other service areas; and (5) 
equipment used in loading or unloading, 
processing, and handling the 
commodity. Suitable conditions are 
those which will facilitate accurate 
inspection, maintain the quantity and 
the quality of the commodity that is to 
be inspected, and not be hazardous to 
the health and safety of official pesonne! 
as prescribed in the instructions. 

(i) Timely arrangements. Requests for 
inspection service shall be made in 
timely manner; otherwise, official 
personnel may not be available to 
provide the requested service. For the 
purpose of this paragraph, “timely 
manner” shallj mean not later than 2 
p.m., local time, of the preceding 
business day. 

(j) Payment of bills. Each applicant for 
inspection service shall pay bills for the 
service according to §§ 68.90-68.92. 
(Approved by the Office of Management and 
Budget under contro] number 0580-0012) 


§68.22 Withdrawal of request for 
inspection service by applicant. 

An applicant may withdraw a request 
for inspection service any time before 
official personnel release results, either 
verbally or in writing. Reimbursement of 
expenses, if any, shall be made 
according to § 68.26. 


$68.23 Dismissal of request for inspection 
service. 

(a) Conditions for dismissal.—{1) 
General. A cooperator or the Service 
shall dismiss requests for inspection 
service when: 

(i) Performing the requested service is 
not practicable. 

(ii) The Cooperator or the Service 
lacks authority under the Act or 
regulations. 

(iii) Sufficient information is not 
available to make an accurate 
determination. 

(2) New original inspection service. A 
request for new original inspection 
service shall be dismissed if a retest 
inspection, appeal inspection, or Board 
appeal inspection may be performed on 
the same lot. 

(3) Retest inspection service. A 
request for a retest inspection service 
shall be dismissed by official personne! 
when (i) the factor requested was not 


tested during the original inspection; (ii) 
the condition of the commodity has 
undergone a material change; (iii) a 
representative file sample is not 
available; (iv) the applicant requests 
that a new sample be obtained; {v} the 
request is for a graded commodity; or 
(vi) the reasons for the retest inspection 
are frivolous. . 

(4) Appeal inspection service. A 
request for an appeal inspection service 
shall be dismissed by official personne] 
when (i) the scope is different from the 
scope of the original inspection service; 
(ii) the condition of the commodity has 
undergone a materia! change; (iii) the 
request specifies a file sample and a 
representative file sample is not 
available; {iv) the applicant requests 
that a new sample be obtained and a 
new sample cannot be obtained; or (v) 
the reasons for the appeal inspection are 
frivolous. 

(5) Board appeal inspection service. A 
request for a Board appeal inspection 
service shall be dismissed by official 
personnel when {i) the scope is different 
from the scope of the original inspection 
service; (ii) the condition of the 
commodity has undergone a material 
change; (iii) a representative file sample 
is not available; (iv) the applicant 
requests that a new sample be obtained; 
or (v) the reasons for the Board appeal 
inspection are frivolous. 

(b) Procedure for dismissal. The 
cooperator or the Service shall notify 
the applicant of the proposed dismissal 
of service. The applicant will then be 
afforded reasonable time to take 
corrective action or to demonstrate 
there is no basis for the dismissal. If 
corrective action has not been adequate, 
the applicant will be notified of the 
decision to dismiss the request for 
service, and any results of service shall 
not be released. 


§ 68.24 Conditional withholding of service. 


(a) Conditional withholding. A 
cooperator or the Service shall 
conditionally withhold requests for 
service when an applicant fails to meet 
any requirement prescribed in § 68.21. 

(b) Procedure for withholding. The 
cooperator or the Service shall notify 
the applicant of the reason for the 
proposal to conditionally withhold 
service. The applicant will then be 
afforded reasonable time to take 
corrective action or to demonstrate that 
there is no basis for withholding service. 
If corrective action has not been 
adequate, the applicant will be notified 
of the decision to withhold service; and 
any results of service shall not be 
released. 
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§ 68.25 Denial or withdrawal of service. 


(a) General. Service may be denied or 
withdrawn because of (1) any willful 
violation of the Act, regulations, 
standards, or instructions or (2) any 
interference with or obstruction of any 
official personnel in the performance of 
their duties by intimidation, threat, 
assualt, or any other improper means. 

(b) The Rules of Practice Governing 
Formal Adjudicatory Proceedings © 
Instituted by the Secretary under 
Various Statues {7 CFR Part 1, Subpart 
H) shall be followed in the denial or * 
withdrawal of service. 


§68.26 Expenses of the cooperator or the 
Service. - 


For any request that has been 
withdrawn, dismissed or withheld under 
§§ 68.22, 68.23, or 68.24, respectively, 
each applicant shall pay expenses 
incurred by the cooperator or the 
Service. 


Inspection Methods and Procedures 


§ 68.30 Methods and order of performing 
inspection service. 

(a) Methods.—(1) General. All 
sampling and inspection services 
performed by official personnel shall be 
made in accordance with standards and 
instructions authorized by the 
Administrator. 

(2) Lot inspection service. A lot 
inspection service shall be based on 
official personal obtaining 
representative samples, examining the 
commodity in the entire lot, and making 
an accurate analysis of the commodity 
on the basis of the samples. 

(3) Submitted sample inspection 
service. A submitted sample inspection 
service shall be based on a submitted 
sample of sufficient size to enable 
official personnel to perform an 
accurate, complete analysis. The sample 
size will be prescribed in the 
instructions. If an accurate analysis 
cannot be made because of an 
inadequate sample size or other 
conditions, the request shall be 
dismissed or a factor only inspection 
certificate issued for factors that can be 
determined. 

(b) Order of service. Inspection 
service shall be performed, to the extent 
practicable, in the order in which 
requests for service are received. 

(c) Recording receipt for documents. 
Each document submitted by or on 
behalf of an applicant for inspection 
service shall be promptly stamped or 
similary marked by official personnel to 
show the date of receipt. 

(d) Conflicts of interest. (1) Official 
personnel shall not perform or 
participate in performing an inspection 
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service on a commodity or a carrier or 
container in which they have a direct or 
indirect financial interest. 

(2) Official personnel shall not 
perform, participate in performing, or 
issue a Certificate if they participated in 
a previous inspection or certification of 
the lot unless there is only one 
authorized person available at the time 
and place of the requestd inspection 
service. 


§ 68.31 Kinds of inspection services. 

(a) General. The inspection of 
commodities shall be (1) according to 
the (i) standards of class, grade, other 
quality designation quantity, or 
condition for such commodities 
promulgated by the Administrator; or {ii’ 
specifications prescribed by Federal 
agencies; or (iii) specifications of trade 
associations or organizations approved 
by the Administrator; or (iv) instructions 
authorized by the Administrator or (2) 
for one or more factors of class, grade, 
other quality designations, quantity, or 
condition, as defined in such standards, 
specifications, or instructions and 
procedures, or otherwise as approved by 
the Administrator. The kinds of services 
provided and the basis for performing 
them are shown in paragraphs (b) 
through (m) of this section. Some or all 
of these kinds of services are provided 
when performing a complete inspection 
service. 

(b) Lot inspection service. This 
service consists of official personnel (1) 
obtaining representative sample(s) of an 
identified commodity lot; (2) examining, 
grading, or testing the sample{s); (3) 
examining relevant records for the lot; 
(4) performing other requested services; 
and (5) certifying results. 

(c) Submitted sample inspection. This 
service consists of an applicant 
submitting a commodity-sample; and 
official personnel grading, or testing the 
sample or performing other requested 
services, and certifying results. 

(d) Examination. This service consists 
of official personnel examining supplies 
without the use of special laboratory 
equipment or procedures to determine 
conformance ot contract requirements 
and certifying results. 

(e) Checkweighing service 
(container). This Service consists of 
official personnel (1) physically 
weighing a selected number of 
containers from a commodity lot; (2) 
determining the estimated total gross, 
tare, and net weights, or the estimated 
average gross or net weight per filled 
container; and (3) certifying results. 

(f) Bulk weighing. This service 
consists of official personnel (1) 
completely supervising the loading or 
the unloading of an identified lot of bulk 


or containerized commodity, (2) 
physically weighing or completely 
supervising the weighing of the 
commodity, and (3) certifying results. 

(g) Checkloading service. This service 
consists of official personnel (1) 
performing a stowage examination; (2) 
computing-the number of filled 
commodity containers loaded aboard a 
carrier; (3) permitting only undamaged 
commodity containers to be loaded into 
the carrier; (4) if practicable, sealing the 
carrier for.security; and (5) certifying 
results. 

(h) Checkcounting. This service 
consists of official personnel 
determining the total number of filled 
outer containers in a lot to verify that 
the number of containers shown by the 
applicant is correct and cerifying results. 

(i) Condition inspection. This service 
consists of official personnel 
determining the present physical 
condition of the commodity by 
determining whether an identifiable 
commodity lot has water damage, fire 
damage, rodent or bird contamination, 
insect infestation, or any other 
deteriorating condition and certifying 
results. 

(j) Condition of food containers. This 
service consists of official personnel 
determining the degree of acceptability 
of the containers with respect to 
absence of defects which affect the 
serviceability, including appearance as 
well as usability, of the container for its 
intended purpose and certifying results. 

(k) Observation of loading. This 
service consists of official personnel 
verifying that an identified lot is moved 
from a warehouse or carrier and loaded 
into another warehouse or carrier and 
certifying results. 

(1) Plant approvail.' This service 
consists of, official personnel performing 
a plant survey to determine if the plant 
premises, facilities, sanitary conditions, 
and operatring methods are suitable to 
begin or continue inspection service. 

({m) Stowage examination service. 
This service consists of official 
personnel visually determining if an 
identified carrier or container is clean; 
dry; free of infestation, rodents, toxic 
substances, and foreign odor; and 
suitable to store or carry commodities 
and certifying results. 


§ 68.32 Who shall inspect commodities. 


Commodity inspections shall be 
performed only by official personnel. 


‘Compliance with the requirements in this 
paragraph does not excuse failure to comply with 
all applicable sanitation rules and regulations of 
city, county, State, Federal, or other agencies having 
jurisdiction over such plants and operations. 
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§ 68.33 Sample requirements; general. 

(a) Samples for lot inspection 
service.—(1) Original lot inspection 
service. The sample(s) on which the 
original inspection is determined shall 
be (i) Obtained by official personnel; (ii) 
representative of the commodity in the 
lot; (iii) protected from manipulation, 
substitution, and improper or careless 
handling; and (iv) obtained within 
prescribed geographical boundaries of 
the cooperator or field office performing 
the inspection service. 

(2) Retest lot inspection service. The 
sample(s) on which the retest is 
determined shall (i) be obtained by 


* official personnel and (ii) otherwise 


meet the requirements of pargraph (a)(1) 
of this section. The retest inspection 
shall be prformed on the basis of a file 
sample(s), and the samples must meet 
the requirements prescribed in 

§ 68.35(e). 

(3) Appeal lot inspection service. For 
an appeal lot inspection service, the 
sample(s) on which the appeal is 
determined shall (i) be obtained by 
official personnel and (ii) otherwise 
meet the requirements of paragraph 
(a)(1) of this section. If the appeal 
inspection is performed on the basis of a 
file sample({s), the samples shall meet 
the requirements prescribed in 
§ 68.35(e). An applicant may request 
that a new sample be obtained and 
examined as part of the appeal 
inspection service in accordance with 
§ 68.61(b)(2) and (3). The provision for 
obtaining a new sample shall not apply 
if obtaining the new sample involves a 
change in the method of sampling. 

(4) Board appeal lot inspection 
service. A Board appeal lot inspection 
service shall be performed on the basis 
of a file sample. 

(b) Sampler requirement. A licensed 
sampler may be requested to sample 
commodities and forward the samples to 
the appropriate field office or other 
location as specified. A sampling report 
signed by the licensed sampler shall 
accompany each sample. The report 
shall provide the identify, quantity, and 
location of the commodity sampled; and 
the name and mailing address of the 
applicant; and all other information 
regarding the lot as may be required. 

(c) Representative sample. A sample 
shall not be considered representative of 
a commodity lot unless the sample (1) 
has been obtained by official personnel; 
(2) is of the size prescribed in the 
instructions; and (3) has been obtained, 
handled, and submitted in accordance 
with the instructions. 

(d) Protecting samples. Official 
personnel shall protect samples from 
manipulation, substitution, and improper 





and careless handling which might 
deprive the samples of their 
representativeness or which may change 
the physicial and chemical properties of 
the commodity from the time of 
sampling until inspection services are 
completed and file samples have been 
discarded. 


§ 68.34 Partial inspection. 

When the entire lot is not accessible 
for examination or a representative 
sample cannot be obtained from the 
entire lot, the certificate shall state the 
estimated quantity of the commodity in 
the accessible portion and the quantity _ 
of the entire lot. The inspection shall be 
restricted to the accessible portion. 
Furthermore, the words “Partial 
Inspection” shall be printed or stamped 
on the certificate. 


§68.35 Sampling provisions by level of 
service. 


(a) Original inspection service.—{1) 
Lot inspection service. Each original lot 
ispection service shall be made on the 
basis of one or more representative 
samples obtained by official personnel 
from the commodity in the lot and 
forwarded to the appropriate location. 

(2) Submitted sample.service. Each 
original submitted sample inspection 
service shall be performed on the basis 
of the sample as submitted. 

(b) Retest inspection service. Each 
retest inspection service performed on a 
commodity lot or a submitted sample 
shall be based on an analysis of the file 
sample. 

(c) Appeal inspection service.—{1) Lot 
inspection service. Each appeal ; 
inspection service on a commodity lot 
shall be made on the basis of the most 
representative samples available, 
including file samples, at the time of the 
appeal inspection service. 

(2) Submitted sample Service. Each 
appeal inspection service on the 
commodity in a submitted sample shall | 
be based on an analysis of the file 
sample. 

(d) Board appeal inspection service. 
Each Board appeal inspection service 
performed on a. commodity lot or 
submitted sample shall be based on an 
analysis of the file sample. 

(e) Use of file samples.—(1) 
Requirements for use. A file sample that 
is retained by official personnel in 
accordance with the procedures 
prescribed in the instructions may be 
considered representative for retest 
inspection, appeal inspection, and Board 
appeal inspection service if {i) the file 
sample have remained at all times in the 
custody and control of the official 
personnel that performed the inspection 
service in question and (ii) the official 


personnel who performed the inspection 
service in question and those‘ who are to 
perform the retest inspeotion, the appeal 
inspection, or the Board appeal — 
inspection service determines that the 
samples were representative of the 
commodity at the time the inspection . 
service in question was performed and 
thatthe qualify or condition of the 
commodity in the samples has not since 
changed. 

(2) Certifieate statement. The __ - 
certificate for a retest inspection, appeal 
inspection, or Board appeal inspection 
service which is based on a file sample 
shall show the statement ‘Results based 
on file sample.” 


§68.36 Loss of identity. 

(a) Lots. The identity of a packaged 
lot, bulk lot, or sublot of a commodity 
shall be considered lost if: 

(1) A portion of the commodity is 
unloaded, transferred, or otherwise 
removed from the carrier or location 
after the time of original inspection, 
unless the identity is preserved; or 

(2) More commodity or other material, 
including 4 fumigant or insecticide, is — 
added to the lot after the original 
inspection was performed, unless the 
addition of the fumigant or insecticide 
was performed according fo 
instructions; or 

(3) At the option of official sical 
performing an appeal inspection or 
Board appeal inspection service; the 
identity of a commodity is a closed 
carrier or container. may be considered 
lost if the carrier or container is not | 
sealed or the seal record is incomplete. 

(b) Carriers and containers. The 


identity of a carrier or container shall be: 


considered lost if (1) the stowage area is 


, ‘cleaned, treated, fumigated, or fitted 


after the original inspection was 
performed or (2) the identification has 
been changed since the origirial 
inspection, 

(c) Submitted sample. The identity of 
a submitted sample of a commodity 
shall be considered lost if: 

(1) The identifying number, mark, or 
symbol for the sample is lost or 
destroyed;' or 

(2) The sample has not been retained 
and protected by official personnel as 
prescribed in the instructions. 


Original Inspection Service 
§68.40 Who may request original 
inspection service. 


Any interested person may apply for 
inspection service. 


§68.41 Contract service. 

Any interested person may enter into 
a contract with a cooperator or the 
Service whereby the cooperator or 
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Service will provide original inspection 
services for a specified period, and the 
applicant will pay a specific fee. 


§.68.42 . a ie RN ea ate 
service. 


(a) General Requests may be made 
verbally or in writing. All verbal 
requests shall be confirmed in writing 
when requested by official personnel. 
All written requests shall include the 
information specified in §68.21. Copies 
of request forms may be requested from 
the cooperator or the Service. If all 
required documentation is not available 
when the request is made, it shall be 
provided as soon as it is available. At 
their discretion, official personnel may 
withhold inspection service pending 


‘ receipt of the required documentation. 


(b) Request requirements. Requests 
for original inspection service, other 
than submitted sample inspections, must 
be. made with the cooperator or the 
Service responsible for the area in 
which the service will be provided.. 
Requests for submitted sample 
inspections may be made with any 
cooperator or any field office that 
provides original inspection service. 
Requests for inspection of commodities 


| during loading, unloading, handling, or 


processing shall be received for enough 
in advance so official personnel ean be 
present. 


. .§68.43 Certificating original inspection 


results. 
Official certificates shall be issued in 


' ‘accordance with § 68.70 and the 


instructions: 


§68.44 New original inspection. 


When circumstances prevent a retest 
inspection, appeal inspection, or Board 


appeal inspection, an applicant may 


request a new original inspection on any 
previously inspected lot; except that a 
new original inspection may not be 


~ performed on an identifiable commodity 


lot which, as.a result of a previous 
inspection, was found.to be 


contaminated with filth, other than 


insect fragments in nongraded . 
processed products, or to contain a 
deleterious substance. A new original 
inspection shall be based on a new 
sample and shall not be restricted to the 
scope. of any previous inspection. The - 
applicant may request subsequently any 
or all of the inspection services provided 
for by the regulations. A new original 
inspection certificate shall not 
supersede any previously issued 
certificate. | 
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Retest Inspection Service 


§ 68. 50° Who may request retest 
inspection service. 

(a) General. Any interested person 
may request a retest inspection service 
on nongraded commodities. When more 
than one interested person requests a 
retest inspection service, the first’ 
interested person to file is the applicant 
of record. Only one retest inspection 
service may be performed on any 
original inspection service. 

(b) Scope of request. A retest 
inspection service may be requested for 
any or all quality factors tested but shall 
be limited to analysis of the file sample. 


§ 68.51 How to rene retest inspection 
service. 

(a) General. Diiianhs shall be:made 
with the field office-responsible-for the 
area in which the-original inspection 
service was performed. Verbal requests 
shall be confirmed in writing as 
specified in, § 68.21..Copies of request 
forms may be obtained from.the field 
office upon request. If at,the time the 
request is filed and the documentation 
required by. § 68.21 is not available, 
official personnel may, at their 
discretion, withhold service pending the 
receipt of the required documentation. 

(b) Request requirements. Requests 
will be considered filed on the date they 

are received by official personnel. 


§ 68.52 Certificating retest results. 


(a) General. Retest inspection 
certificates shall be issued according to 
§ 68.70 and instructions. The certificate 
shall show the results of the factor(s) 
retested and the original results for all 
other factors and/or service not 
included in the retest service. 

(b) Required statements on retest 
certificates. Each retest inspection 
certificate shall show ‘the statements 
required by this section, § 68.71, and the 
instructions. 

(1) Each retest inspection certificate 
shall clearly show the term “Retest” and 
a statement identifying the superseded 
certificate. The superseded certificate 
shall be considered null and void as of 
the date of the retest certificate. When 
applicable, the certificate ‘shall also 
show a statement as to which factor(s) 
result is based on the retest inspection 
service ‘and that all other results are 
those: of. the original inspection service. 

-(2) Hf the superseded certificate is in 
the custody of the Service, the ~ 
superseded certificate shall be marked 
“Void.” If the superseded: certificate is - 
not in the custody of the Service at the 
time the retest certificate is issued, 4 
statement indicating that the superseded 


certificate has not been surrended shall. 


be:‘shown on the retest certificate. 
Appeal Inspection Service 


§ 68.60 Who may request appeal 
inspection service. 

(a) General. Any interested person. 
may. request appeal inspection or Board 
appeal inspection service. When more 
than one interested person requests an 
appeal inspection or Board appeal 
inspection service, the first interested 
person to file is the applicant of record. © 
Only one appeal inspection may be 
obtained from any original inspection or 
retest inspection service. Only one 
Board appeal inspection may be 
obtained from any original or appeal 
inspection service. Board appeal 
inspection shall be performed on the 
basis of the file sample. 

(b) Kind and scope of request: When 
the results for more than one kind of 
service are reported on a certificate, an’ 
appeal inspection or Board appeal 
inspection service, as applicable, may 
be requested on any or all kinds of 
services reported on the certificate. The 
scope of an appeal inspection service 
will be limied to the scope of the original 
inspection or, in the case of a Board 
appeal inspection service, the original or 
appeal inspection service. If the request 
specifies a different scope, the request 
shall be dismissed. An appeal inspection 
for grade shall include a-review of all 
factors that (1) may determine the grade; 
or (2) are reported on the original or, in 
the case of'a: Board appeal inspection, 
the original or appeal inspection - 
certificate; and (3) are required to be 
shown on a certificate for grade. 


§ 68.61 How to request appeal inspection 
service. : 

(a) General. Requests shall be made 
with the field office responsible for the 
area in which the original service was 
performed. Requests for Board appeal 
inspections may be made with the Board 
of Appeals and Review or the field 
office that performed the appeal 
inspection. Verbal requests must be 
confirmed in writing as specified in 
§ 68.21. Copies of request forms may be 
obtained from the field office upon 
request. If at the time the request is mad 
the documentation required by § 68.21 is 
not available, official personnel may, at 
their discretion, withhold service 
pending the receipt of the required 
documentation. 

(b} Request requirements. (1) This 
paragraph is applicable to rice 
inspection only. Except as may be 
agreed upon by the interested persons, 
the application shall be made (i)-before 
the rice has left the place where the 
inspection being appealed was 
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performed and {ii} no later than the 
close of business on the second day 
following the date. of the-inspection 
being appealed. However, the 
Administrator may extend the time 
requirement. 

(2) Subject to the limitations of 
paragraph (b)(3) of this section, the 
applicant may request that an appeal 
inspection be based.on (i) the file 
sample or (ii) a new sample. However, 
an appeal inspection shall be based on a 
new sample only if the lot can positively 
be identified by official personnel as the 
one that was previously inspected and 
the entire lot is available and.accessible 
for sampling and inspection. Board ~ 
appeals shall be on the basis of the file 
sample. 

(3) An appeal inspection shall be 
limited to a review of the sampling 
procedure and an analysis of the file 
sample when, as a result of a previous 
inspection, the commodity was found to 
be contaminated with filth (other than 
insect fragments in nongraded 
processed products) or to contain a 
deleterious substance. If it is determined 
that the sampling procedures were 
improper, a new sample shall be 
obtained if the lot can be positively 
identified as the lot which was 
previously inspected and the entire lot is 
available and accessible for sampling 
and inspection. 


§ 68.62 Who shall perform appeal 
inspection service. 

(a) Appeal. Appeal inspection service 
shall be performed by the field office 
responsible for the area in which the 
original inspection was performed. 

(b) Board appeal. Board.appeal_— 
inspection service shall be perfomed 
only by the Board of Appeals and 
Review. The field office will.act as a 
liaison between the Board of Appeals 
and Review and the applicant. 


§ 68.63 “Certificating appeal results. 


(a) General. Appeal inspection 
certificate shall be issued according to 
§ 68.70 and instructions. Except as 
provided in paragraph (b)(2) of this 
section, only the results of the appeal 
inspection or Board appeal inspection 
service shall be shown on the appeal 
inspection certificate. 

(b) Required statements. Each appeal 
inspection certificate shall show the 
statements required by this section, 


.§ 68.71, and instructions. 


(1)-Each appeal inspection certificate 
shall clearly-show (i) the term “Appeal,’ 
or “Board:Appeal” and (ii) a statement 
identifying the superseded certificate. 
The superseded certificate shall be 
considered null and void as of the date 
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of the appeal inspection or Board appeal 
inspection certificate. 

(2) When the results for more than one 
kind of service are reported on a 
certificate, the appeal or Board appeal 
inspection certificate shall show a 
statement of which kind of service(s) 
results are based on the appeal or Board 
appeal inspection service; and that all 
other results are those of the original 
inspection, retest, or appeal inspection 
service. : 

(3) If the superseded certificate is in 
the custody of the Service, the 
superseded certificate shall be marked 
“Void.” If the superseded original 
inspected, retest inspection, or appeal 
inspection certificate.is not in the 
custody of the Service at the time the 
appeal certificate is issued, a statement 
indicating that the superseded 
certificate has not been surrendered 
shall be shown on the appeal certificate. 

(c) Finality of Board appeal 
inspection. A Board appeal inspection 
shall be the final appeal inspection 
service. 


Official Certificates 
$68.70 Official certificates; issuance and 
distribution. 


(a) Required issuance. An inspection 
certificate shall be issued to show the 
results of each kind and each level of 
inspection service. 

(b) Distribution:—{1) Original. The 
original and one copy of each inspection 
certificate shall be distributed to the 
applicant or the applicant's order. In 
addition, one copy of each inspection 
certificate shall be filed with the office 
providing the inspection; and, if the 
inspection is performed by a cooperator, 
one copy shall be forwarded to the 
appropriate field office. If requested by 
the applicant prior to issuance of the 
inspection certificate, additional copies 
not to exceed a total of three copies will 
be furnished at no extra charge. 

(2) Retest and appeal inspection ._ | 
service. In addition to the distribution 
requirements in subparagrah(b}(1) of 
this section, one copy of each retest or 
appeal inspection certificate will be 
distributed to each interested person of 
record or the interested person's order 
and to the cooperator or field office that 
issued the superseded certificate. 

(3) Additional copies. Additional 
copies of certificates will be furnished to 
the applicant or interested person upon 
request. Fees for extra copies may be 
assessed according to the fee schedules 
established by the cooperator or the 
Service. 

(c) Prompt issuance. An inspection 
certificate shall be issued before the 
close of business on the business day 


following the date the inspection is 
completed. 

(d) Who may issue a Ccertificte—{1) 
Authority. Certificates for inspection 
services may be issued only by official 
personnel who are specifically 
authorized or licensed to perform and 
certify the results reported on the 
certificate. 

(2) Exception. The person in the best 
position to know whether the service 
was performed in an approved manner 
and that the determinations are accurate 
and true should issue the certificate. If 
the inspection is performed by one 
person, the certificate should be issued 
by that person. If an inspection is 
performed by two or more persons, the 
certificate should be issued by the 
person who makes the majority of the: 
determinations or the person who makes 
the final determination, Supervisory 
personnel may issue a certificate when 
the individual is licensed or authorized 
to perform the inspection being 
certificated. 

(e) Name requirement. The name and 
the signature of the person who issued 
the inspection certificate shall be shown 
on the original and all copies of the 
certificate. 

(f} Authorization to affix names.—{1) 
Requirements. The names and the 
signatures of official personnel may be 
affixed to official certificates which are 
prepared from work records signed or 
initialed by the person whose name will 
be shown. The agent affixing the name 
and signature shall (i) be employed by a 
cooperating agency or the Service, (ii) 
have been designated to affix names 
and signatures, and (iii) hold a power of 
attorney from the person whose name 
and signature will be affixed. The power 
of attorney shall be on file with the 
employing cooperating agency or the 
Service, as appropriate. 

(2) Initialing. Whenanameand 
signature is affixed by an authorized 
agent, the initials of the agent shall 
appear directly below or following the 
signature of the person. 

(g) Advance information. Upon 
request, the contents of an official 
certificate may be furnished in advance 
to the applicant and any other interested 
person, or to their order; and any 
additional expense shall be borne by the 
requesting party. 

(h) Certification; when prohibited. An 
official certificate shall not be issued for 
service after the.request for an 
inspection service has been withdrawn 
or dismissed. 


(Approved by the Office of Management and 
Budget under contro] number 0580-0011). 
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§ 68.71. Official certificate requirements. 


Official certificates shall (1) be on 
standard printed forms prescribed in the 
instructions; (2) be in English; (3) be 
typewritten or handwritten in ink and be 
clearly legible; (4) show the results of 
inspection services in a uniform, 
accurate, and concise manner; (5) show 
the information required by §§ 68.70-.75; 
and (6) show only such other 
information and statements of fact as 
are provided in the instructions 
authorized by the Administrator. 


§ 68.72. Certification of results. 


(a) General, Each official certificate 
shall show the results of the inspection 
services. 

(b) Graded commodities. Each official 
certificate for graded commodities shall 
show (1) the class, grade, and any other 
quality designation according to the 
official grade standards; (2) all factor 
information requested by the applicant; 
and (3) all grade determining factors for 
commodities graded below the highest 
quality grade. 


§ 68,73 Corrected certificates. 


(a) General. The accuracy of the 
statements and information ‘shown on 
official certificates must be verified by 
the individual whose name and 
signature is shown on the official 
certificate or by the authorized agent 
who affixed the name and signature. 
Errors found during this process shall be 
corrected according to this section. 

(b) Who may correct. Only official 
personne! or their authorized agents 
may make corrections, erasures, 
additions, or other changes to official 
certificates. 

(c) Corrections prior to issuance. No 
corrections, erasures, additions, or other 
changes can be made which involve 
identification, quantity, or quality. If 
errors are found, a new official 
certificate shall be prepared and issued 
and the incorrect certificate marked 
“Void.” Otherwise,'errors may be 
corrected provided that (1) the 
corrections are neat and legible, (2) each 
correction is initialed by the individual 
who corrects the certificate, and (3) the 
corrections and initials are shown on 
the original and all copies. 

(d) Corrections after issuance.—{1) 
General. If errors are found on.an 
official certificate at any time up to a 
maximum of 1 year after issuance, the 
errors shall be corrected by obtaining 
the incorrect certificate and replacing it 
with a corrected certificate. When the 
incorrect certificate cannot be obtained, 
a corrected certificate can be issued 


‘ superseding the incorrect one. 
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(2) Certification requirements. The 
same statements and information, 
including permissive statements, that 
were shown on the incorrect certificate, 
along with the correct statement or 

_ information, shall be shown on the 
corrected certificate. According to this 
section and the instructions, corrected 
certificates shall show (i) the terms 
“Corrected-Original” and “Corrected- 
Copy;” (ii) a statement identifying the 
superseded certificate and the 
corrections; {iii) a statement indicating 
the superseded certificate was not 
surrendered when the incorrect 
certificate was not submitted; and {iv) a 
new serial number. In addition, the 
incorrect certificate shall be marked 
“Void” when submitted. 

(e) Limitations. Corrected certificates 
cannot be issued fora certificate that 
has been superseded by.another 
certificate or-on the basis of a 
subsequent analysis for quality. 


§ 68.74  Divided-lot certificates: 


(a) General.:When commodities are 
offered for inspection and are 
certificated as a single lot, the applicant 
may exchange the inspection certificate 
for two or more divided-lot certificates. 

(b} Application. Requests for divided- 
lot certificates shall be made (1) in 
writing, (2) by the applicant who made 
the initial request, (3) to the office that 
issued the outstanding certificate, (4) 
within 5 business days of the 
outstanding certificate date, and (5) 
before the identity of the commodity has 
been lost... 

(c) Quantity pesiriotions. Divided-lot 
certificates shall not show an aggregate 
quantity different than the total quantity 
shown on the superseded certificate. 

(d) Surrender of certificate. The 
certificate that will be superseded shall 
(1) be in. the custody of the cooperator or 
the Service, (2) be marked “Void,” and 
(3) show the identification of the 
divided-lot certificates. 

(e) Certification requirements. The 
same information and statements, 
including permissive statements, that 
were shown on the superseded 
certificate shall be shown on each 
divided-lot certificate. Divided-lot 
certificates shall show (1) a statement 
indicating the commodity was inspected 
as an undivided lot; (2) the terms 
“Divided Lot-Original,” and the copies 
shall show “Divided Lot-Copy;” (3) the 
same serial number with numbered 
suffix (for example, 1764-1, 1764-2, 
1764-3, and so forth); and (4) the 
quantity specified by the request. 

(f) Issuance and distribution. Divided- 
lot certificates shall be issued no later 
than the close of business on the next 


business day.after the request.and the 
distributed according to § 68.70(b). 

(g) Limitations. After divided-lot 
certificates have been issued, further 
dividing or combining is prohibited 
except with the approval of the Service. 


: §68.75 Duplicate certificates. . 


Upon request, a duplicate certificate 
may be issued for a lost or destroyed 
official certificate. 

(a) Application. Requests for duplicate 
certificates shall be filed (1) in writing, 
(2).by the applicant who requested the 
service covered by the lost or destroyed 
certificate, and (3) with the office that 
issued the initial certificate. 

(b) Certification requirements. The 
same information and statements, 
including permissive statements, that 
were shown on the lost or destroyed 
certificate shall be shown on the 
duplicate certificate. Duplicate 


. certificates shall. show (1) the terms 


‘Duplicate-Original,” and the copies 
shall show “Duplicate-Copy” and (2) a 
statement that the certificate was issued” 


. in liey of a lost or destroyed certificate. 


(c) Issuance. Duplicate certificates 
shall be issued as promptly.as possible . 
and distributed according to § 68,70(b). 

(d) Limitations. Duplicate certificates 
shall not be issued for certificates that 
have been superseded. 


Licensed Inspectors; Technicians, and 
Samplers 


 § 68.80 Who may be licensed. 
(a) nspectors. The Administrator may . 


license any person to inspect 
commodities and to perform related 


. services if the individual (1) is employed 


by a cooperator; (2) possesses the 


. qualifications prescribed in the 


instructions; and (3) has no interest, 


. financial or otherwise, direct or indirect 


in merchandising, handling, storing, or 
processing the kind of commodities or 
related products to be inspected. The 


Administrator may require applicants to . 


be examined for competency at a 
specific time and place and ina 
prescribed manner. - 

(b) Technicians or samplers. The 
Administrator may license any person 
as a technician to perform official 
specified laboratory functions, including 
sampling duties and related services or 
as a sampler to draw samples of 
commodities and perform related 
services if the individual (1) possesses 


‘proper qualifications-and (2) has no 
_ interest; direct or indirect‘in 


merchandising, ‘handling, storing, or -: 


_ processing the commodities or related ~~: 


products to be chemically analyzed, 
mechanically tested, sampled, and so 
forth. The Administrator may require 
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applicants to be examined for 
competency at a specific time and place 
and in a prescribed manner. 

(The information collection requirements 
contained in paragraph (b) have been 
approved by the Office of Management and 


- Budget under contol number 0580-0011.) 


§ 68:81 Licensing procedures. 

(a) Application. An application for a 
license, the renewal of a license, or the 
return of a suspended license shall be 
submitted tothe Service on forms 
furnished by the Service. Each 
application shall be in English, be 
typewritten or legibly written in ink, 
show all information prescribed by the 
application form, and be ee by the 
applicant. 

(b) Examinations and 
reexaminations. Applicants for a license 
and individuals who are licensed to 


- perform any or all inspection services 


shall, at the discretion of the Service, 
submit to examinations or 
reexaminations to determine their 
competency to perform the inspection 
functions for which they desire to be or 
are licensed. 

(c) Termination.—_{1) Procedure. Each 
license shall terminate according to the 
termination date shown on the license 
and as specified by the schedule in this 
paragraph. The termination date for a 
license shall be no less than 3 years or 
more than 4 years after the issuance 
date for the initial license; thereafter, 
every 3.years. Upon request of a 
licensee and for good cause shown, the 
termination date may be advanced or 
delayed by the Administrator for a — 
period not to excéed 60 days. © 


TERMINATION SCHEDULE’ . ~ 


The Service shall issue a termination 
notice 60 days before the termination 
date. The notice.shall give detailed 
instruction for requesting renewal of 
license, state whether a reexamination 
is required, and, if a reexamination is 
required, give the-scope of'the::: . 
examination. Failure-to receive‘a notice 
from the Service shall not exempt a 
licensee from. the responsibility of... 


. having the license renewed by the 


termination date. 





(2) Exception. The license of an 
individual under contract with the 
Service shall terminate upon termination 
of the contract. 

(d) Surrender of license. Each license 
that is terminated or which is suspended 
or cancelled under § 68.84 shall be 
promptly surrendered to the 
Administrator or other official of the 
Service designated by the . 
Administrator. 


§68.82 Voluntary canceliation or 
suspension of license. 

Upon request by a licensee, the 
Service may cancel a license or suspend 
a license for a period of time not to 
exceed 1 year. A license that has been 
voluntarily suspended shall be returned 
by the Service upon request by the 
licensee within 1 year, subject to the 
provisions of § 68.81(a); a license that 
has been cancelled shall be considered 
void and shall not be subject to return or 
renewal. 


§68.83 Automatic suspension of license 
by change in employment. 

A license issued to an individual shall 
be automatically suspended when the 
individual ceases to be employed by the 
cooperator. If the individual is 
reemployed by the cooperator or 
employed by another cooperator within 
1 year of the suspension date and the 
license has not terminated in the 
interim, upon request of the licensee, the 
license will be reinstated subject to the 
provisions of § 68.81(a) and (b). 


§ 68.84 Suspension or revocation of 
license. 

(a) General. An inspector's, 
technician's, or sampler’s license may be 
suspended or revoked if the licensee (1) 

willfulness, carelessness, or 
incompetence fails to perform the duties 
specified in the regulations and in the 
instructions and procedures prescribed 
by the Administrator or (2) becomes 
incapable of performing required duties. 

(b) Jn cases of willfulness or those in 
which the pubic health, interest, or. 
safety are involved. The Administrator 
may summarily suspend an inspector’s, 
technician's or sampler’s license without 
hearing pending investigation. However, 
the licensee shall be advised of the facts 
which appear to warrant suspension or 
revocation of the license. The licensee 
shall also be accorded an opportunity 
for a hearing before an official in the 
Department before the license is finally 
suspended or revoked. 

(c) Jn cases not involving willfulness 
or cases which the public health, 
interest, or safety are not involved. The 
Administrator, before instituting 
proceedings for the suspension or 


revocation of a license, shall have 
served upon the licensee, in person or 
by registered mail, a statement of the 
facts which appear to warrant such 
suspension or revocation. The statement 
shall also specify a reasonable time, 
depending upon the circumstances, 
within which the licensee may 
demonstrate or achieve compliance with 
the Act, regulations, standards, 
instructions, and procedures prescribed 
by the Administrator. A licensee may 
demonstrate compliance by the 
presentation of evidence in writing or, at 
the discretion of the Administrator, at 
an oral hearing. If, at the end of the time 
allowed for demonstration or 
achievement of compliance, the 
Administrator finds the licensee in 
compliance, proceeding for the 


suspension or revocation of the licensee 


shall not be instituted. If the licensee is 
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not in compliance, the Administrator 
may institute proceedings. However, a 
licensee may not be suspended or 
revoked until the individual (1) has been 
served notice, in person or by registered 
mail, that suspension or revocation of 
the license is under consideration for 
reasons set out in the previously served 
statement and (2) has been given an 
opportunity for a hearings before a 
proper Departmental official. 


Fees 
§68.90 Fees for certain Federal inspection 
services. . 

The following fees apply to the 
Federal inspection services specified 
below. 

Fees for Inspection of Hops, Pulses, Hay, 


Straw and Miscellaneous Processed 
Commodities 


TABLE 1—HourRLY RATES 


' Original and appeal inspection services grading, 


include: sampling, factor analysis, checkweighing, checkloading, condition 
canes Gace Ot ecben Oa One pataee emamadin Oe aglaas aan poten hte pat A era 


TABLE 2—UNIT RATES 


TABLE 3—LABORATORY FEES '—Continued 


(40) Filth-light 
(41) Flash point-open and close cup... 
(43) Foots-heated and/or chilled.... 
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TABLE 3—LABORATORY FEES !—Continued - 


Cu Leann Se eae e pattie alaotaipneteatabge 


nd 21.80 


TABLE 3—LABORATORY FEES !—Continued 


laboratory tests not referenced above will 
the noncontract hourly rate listed in Table 1. 


§ 68.91 Fees for certain Federal rice 
inspection services. 


The fees shown in tables 4 and 5 
apply to Federal rice inspection 
services. 


Fees for Federal Rice Inspection 
Services. 


TABLE 4—HOURLY RATES 


Contract (per hour per Service representative) 
Noncontract (per hour per Service representative) 


se oe ae wae ticheten senening. waning, weighing and other services requested by the applicant when performed at the 


point of service. 


TaBLe 5—UNIT RATES 


‘Fees apply to determinations (original or 


ee re ee ve Si 


the U.S. Department of Agri 
ee Sees, 


§ 68.92 Explanation of service fees and 
additional fees. 

{a} Costs included in the fees. Fees for 
official services in §§ 68.90 and 68.91 
include (1) the cost of performing the 
service and related supervision and 
administrative costs; (2) the cost of per 
diem, subsistence, mileage, or 
commercial transportation to perform 
the service; (3) the cost of first-class 
mail service; (4) the cost of overtime and 
premium pay; and (5) the cost of 


) for kind, class, grade, factor analysis, equal to type, milling yield, Aged 
tandards for Rice or applicable instructions, ndier patonned wi singly or 


ture, uF Grain inspection Service, 
#221, Grandview, MO 64080. 


certification except as provided in 
§ 68.92)(c). 

(b) Computing hourly rates. Hourly 
fees will be assessed in quarter hour 
increments for (1) travel from the FGIS 
field office or assigned duty location to 
the service point and return and (2) the 
performance of the requested service, 
less mealtime. 

(c) Additional fees. Fees in addition to 
the applicable hourly or unit fee will be 
assessed when (1):an applicant requests 
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more than the original and three copies 
of a certificate, (2) an applicant requests 
onsite typing of certificates or typing of 
certificates at the FGIS field office 
during other than normal.working hours, 
and (3)-an applicant requests the use of 
express-type mail or courier service, 

(d) Application.of fees when service is 


‘ delayed by the applicant: Hourly fees 
‘ will be assessed when (1) service has 


been requested at a specified location, 
(2) a Service representative is on duty 


’ and ready-to provide service but is 


unable to do so because of.a delay not 
caused by the Service, and (3) FGIS 
officials determine that the Service 


. representative{s) cannot be utilized 


elsewhere or cannot be released without 
cost to the Service. 

(e) Application of fees when an 
application for service is withdrawn or 
dismissed. Hourly fees will be assessed 
to the applicant for the scheduled 
service if the request is withdrawn or 
dismissed after the Service 
representative departs for the service 
point or if the request for service is not 
withdrawn or dismissed by 2 p.m. of the 
business day preceding the date of 
scheduled service. However, hourly fees 
will not be assessed to the applicant if 
FGIS officials determine that the Service 
representative can be utilized elsewhere 
or if the Service represenative can be 
released without cost to the Service. 

(f) To whom fees are assessed. Fees 
for official services including additional 
fees as provided in § 68.92(c) shall be 
assessed to and paid by the applicant 
for the service. 

(g) Advance payment. As necessary, 
the Administrator may require that fees 
shall be paid in advance of the 


- performance of the requested service. 


Any fees paid in excess of the amount 
due shall be used to offset future 
billings, unless a request for a refund is 
made by the applicant. 

(h) Time and form of payment. (1) 
Fees for Federal inspection service. Bills 
for fees assessed under the regulations 
for official services performed by FGIS 
shall be paid by check, draft, or money 
order, payable to U.S. Department of 
Agriculture, Federal Grain Inspection 
Service. 

(2) Fees for cooperator inspection 
service. Fees for inspection services 
provided by a cooperator shall be paid 
by the applicant to the cooperator in 
accordance with the cooperator'’s fee 
schedule. 

Dated: December 2, 1985. 

D.R. Galliart, 

Acting Administrator. 

[FR Doc. 85-30277 Filed 12-23-85; 8:45 am] 
BILLING CODE 3410-EN-M 
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Dated: November 22, 1985. 
AGENCY: Federal Home Loan Bank 
Board. 


ACTION: Proposed rule. 


SUMMARY: The Federal Home Loan Bank 


Board is proposing extensive revisions 
to its regulations regarding the corporate 
governance of Federal associations, in 
order to update and clarify its rules in 
this important area. Due to the 
magnitude of the revisions, the Board 
intends to present the proposal in four 
parts which will be issued separately for 
public comment. The proposed 
regulations would reorganize portions of 
Subchapter C (the regulations for 
federally chartered associations), and 
amend and add sections to provide a 
more cohesive and complete body of 
rules for the corporate governance of 
Federal associations. Part I would 
provide proposed definitions and set 
forth rules for the organization and 
incorporation of Federal associations. 
Part II would contain provisions 
regarding Federal stock associations 
and Federal mutual associations. Part III 
would propose revisions to the rules 
governing operations of charter 
coversion to Federal associations. Part 
IV would contain provisions regarding 
conservators, receivers, trust powers, 
miscellaneous provisions, Board rulings 
and statements of policy. Part I was 
proposed on September 13, 1985, (50 FR 
38832, September 25, 1985.) 


DATE: Comments on the proposal should 
be received by February 24, 1986. 


ADDRESS: Send comments to the 
Director, Public Information Services 
Section, Office of the Secretariat, 
Federal Home Loan Bank Board, 1700 G 
Street, NW., Washington, DC, 20552. 
Comments will be available for public 
inspection at the above. address. 


FOR FURTHER INFORMATION CONTACT: 
David A. Permut, Senior Attorney, (202- 
377-6962); V. Gerard Comizio, Attorney, 
(202-377-6457); Patricia D. Neidecker, 
Paralegal, (202-377-6410); Laura 
Patriarca, Deputy Director, (202-377— 
6411) or Julie L. Williams, Associate 
General Counsel and Director, (202-377- 
6459); Corporate and Securities Division, 
Office of General Counsel, at the above 
address. 


SUPPLEMENTARY INFORMATION: 


I. Overview 


On October 15, 1982, the Garn-St 
Germain Depository Institutions Act of 
1982 (“Act”), Pub. L. 97-320, was 
enacted. The Act greatly broadened the | 
types of charters and organizational 
options open to Federal associations. 
Previously, Federal associations could 
be organized on a de novo basis only as 
Federal mutual institutions with 
accounts insured by the Federal Savings 
and Loan Insurance Corporation, and 
only as a direct consequence of a 
conversion from a state-chartered 
mutual savings bank. The Act 


substantially expanded the Board’s 


authority in this area, permitting not 
only de novo organization of Federal 
savings banks but also allowing any 
current or future Federal associations to 
be chartered either as a Federal savings 
and loan association or Federal savings 
bank. Further, the Act enabled Federal 
charters, whether in the stock or mutual 
form, to be obtained by state-chartered 
savings banks without the requirement 
that they surrender their Federal Deposit 
Insurance Corporation insurance in 
favor of Federal Savings and Loan 
Insurance Corporation insurance of 
accounts. 

In recognition of the fact that multiple 
options exist for the organization of de 
novo Federal associations and the 
conversion of various corporate entities, 
the Board directed the staff to study 
whether the existing regulations 
adequately covered the multiplicity of 
structural options for Federal 
associations. As a result, the Board has 
concluded preliminarily that the existing 
regulations cover many of the options, 
but in a piecemeal fashion, and that a 
number of important matters relating to 
the corporate governance of Federal 
associations either have not been 
adequately covered or have not been 
addressed in codified form. 
Consequently, the Board has 
preliminarily determined to propose a 
substantial updating of its regulations 
for corporate governance of Federal 
associations. The following proposed 
amendments to the Federal regulations 
were developed, following an extensive 
review of the Model Business 
Corporation Act (“MBCA”), the 
corporate codes of Delaware, California, 
New York and Florida, and the Board's 
experience with the specific statutory 
requirements involved in chartering or 
converting Federal associations, set 
forth under the Home Owners’ Loan Act 
of 1933, as amended (“HOLA”) 12 U.S.C. 
1464 et seg. See Corporate Governance, 
Part I (50 FR 38832). 


BEST COPY AVAILABLE 


Il. Reorganization 


The Board believes that the existing 
organization of the Federal Regulations - 
could be improved, in order to present a 
more logical and cohesive structure, so 
that the public would not be required to 
hunt for the various rules governing 
Federal associations. The following 
chart was developed to reorganize the 


’ Federal Regulations: 


Regulations for the Federal Savings and Loan 
System 


Proposed 


Part I 
Part 541—Definitions 
Part 542—Organization and 
Incorporation of Federal 
Associations 


Part 541—Definitions 
Part 542—{removed 8/3/79} 


; Part Il 
Part 543—Incorporation, Or- Part 543—Federal Stock As- 
ganization and Conversion sociations 
of Federal Mutual Associa- 
tions 
Part 544—Charter 
Bylaws 3 


and Part 544—Federal Mutual 
Associations” 


Part iff 
Part 545—Operations Part 545—Operations 
Part 546—Merger, Dissolu- Part 546—Conversion of 
tion, Reorganization and and to Federal Associa- 
Conversion tions 
Part IV 
Part 547—Appointment of Part 547—Appointment of 
Conservators and Receiv- Conservators and Receiv- 
ers ers 
Part 548—Powers of Conser- Part 548—Powers of Con- 
vator and Conduct of Con- _—servator and Conduct of 
servatorship Conservatorship 
Part 549—Powers of Receiv- 
er and Conduct of Re- 
ceivership 
Part 550—Trust Powers of 
Federal Associations 
Part 551—Miscellaneous 


Part 550—Trust Powers of 
Federal Associations 

Part 551—Service of Process 
Upon Board 

Part 552—Stock Associations 

Part 553— 

Part 554— 

Part 555—Board Rulings 

Part 556—Statements of 
Policy 


Part 552—Reserved 

Part 553—Reserved 

Part 554—Reserved 

Part 555—Board Rulings 

Part 556—Statements of 
Policy : 


Ill. Description of the Proposed 
Amendments in Part II 


A. Part 543—Federal Stock Associations 


1. Sections of existing Parts 543, 545, 
546 and 552, and a number of new 
proposed sections have been put into 
this Part to cover the areas of final 
organization, charters and bylaws, 
combinations, bulk purchases or sale of 
assets, reorganization and dissolution of 
Federal stock associations. 

2. The following 60 sections, appendix 
and reserved sections are proposed: 


Sec. 

543.1. Procurement for organization of 
Federal stock association; intitial sale of 
capita] stock; organizational meeting. 

543.2 Powers of Federal stock associations. 

543.3 Charter for Federal stock associations. 

543.4 Preapproved charter amendments. 

543.4-1 Additional charter provisions. 
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gi 

_ eno for ebtaining Board 
proval of charter amendments. 

543, 6 PRelsanance of charter. 

543.7 Bylaws. 

543.8 Effect of subsequent charter or bylaw 


543.9-2 Voting trusts among stockholders. 

543.9-3 Books and. records; stockholder 
access. * 

543.9-4 Annual reports to stockholders. 

543.9-5 Stockholder derivative actions. 

543.10 Board of directors. 

543.10-4 Director’s meetings 

543.10-2 Director's: conflicts of interest. 

543.20-3 _ Liability of directors for improper 


officers and employees. 
543.11 Certificates for stock and thelr 
transfer. 
543.11-1 Consideration for stock. 
543.41-2 Stock rights and options. 
543.11-3 Fractional shares of stock. 
543.11-4 Liability of stockholders. 
543.12 Authority to acquire own stock. 
543.12-1 Authority to pay dividends to 
stockholders. 
543.12-2 Limitations on distributions to 
stockholders. 
543.12-3 Reduction of paid-in capital. 
543.13 Fiscal year; annual audit. 
543.14 Corporate procedures. 
543.15-543.19 {Reserved}. 
543.20 Combinations involving Federal 
stock associations. 
543.21 Merger or consolidation. 
543.22 Short-form merger. 
543.23 Approval by stockholders for merger 
or consolidation. 
543.24 Articles of combination for merger or 
consolidation. 
543.25 Effective date; date of consummation 
for merger or consolidation. 
543.26 Continuity of corporate existence 
after merger or consolidation. 
543.27 Dissenters’ appraisal rights in merger 
or consolidation. 
543.28 Supervisory combinations. 
543.29 [Reserved] 
-543.30 Bulk purchase or sale of assets. 
543.31 Approval by stockholders. 
Articles of combination. 
Effective date; date of consummation. 
.34 Continuity of corporate existence 
after bulk purchase or sale of assets. 
543.35 Dissenters’ appraisal rights in bulk 
purchase or sale of assets. 
543.36 Partial purchase or sale of assets. 
543.37-543.39 [Reserved] 
543.40 Reorganization. 
543.41-543.49 [Reserved] 
543.50 Dissolution. 
543.51 Voluntary dissolution. 
543.52 Approval by stockholders for 
dissolution. 
543.53 Notice of dissolution. 
543.54 Procedure for dissolution after Board 
and stockholder approval. 
543.55 Temination of neon existence. 
543.56 Involuntary dissolu 
543.57-543.59 Rasaved 
543.60 Swpervisory waiver. 


Appendix A to Part 543—Model Bylaws for 
Stock Associations 


3. Section 543.1 Procedure for 
organization of Federal stock 
association; initial sale of capital stock; 
organizational meeting—contains many 
parts of current § 552.2-1, the outline of 
information to obtain insurance of 
accounts, and articulates several 
longstanding Board policies concerning 
escrow of funds and bonding of officers. 
The section also clarifies the 
circumstances under which organizers 
may Collect organizaitonal expenses 
from subscribers and the procedures of 
refunding of subscription and expense 
funds in the event organization is not 
completed. 

Paragraph (a)—General—indicates 
that the provisions of Part 542 apply to 
applications for permission te organize a 
Federal stock association. 

Paragraph (b)—-Initial sale of capital 
stock—sets forth the requirements for 
selling the capital stock of the 
association and includes conditional 
approval, bonding of officers, directors, 
employees and agents, compliance with 
Part 563g, escrow and return of money 
collected for the offering of stock, 
necessity for uniform price and terms of 
the initial offering, Board policy on 
options and warrants, om par value of . 
stock. 

Paragraph leks aiacrlaatiicead 
meeting—revises current § 552.2—1(f} to 
allow an organizational meeting within 
six months of receiving a certificate of 
authority to commence business, rather 
than the current delayed method of 
opening for business only after a 
stockholders’ meeting with proper 
notice. 

4. Section 543.2 Powers of Federal 
stock associations—is a revised § 552.9 
referencing other sections that deal with 
investments and other activities of 
Federal associations. 

5. Section 543.3 Charter for Federal 
stock associations—is essentially 
current § 552.3 with clearer directions 
and certain modifications to the current 
Federal stock charter. 

Paragraph (a)—ZJnitia/ charter—sets 
out that the initial charter must be in the 
form specified in paragraph (d) but may 
contain preapproved optional 
provisions. 

Paragraph (b)—Converted 
associations—contains information from 
current § 552.3{a). 

Paragraph (c)—Federal savings bank 
charter—outlines the additional charter 
language peetissttarec associations must 
use. 

Panigregh (d}—Federal stock 
charter—contains the wording for the 


standard form of charter from current 
§ 552.3, with the following revisions: 

(1) Use of the terms “retained 
earnings” and “paid-in capital” instead 
of “surplus” and “stated capital” in 
section 5 dealing with consideration for 
stock issued as dividends, to reflect 
current terminology; 

(2) Application of the charter 
restriction on direct issuance of stock to 
insiders in section 5 rephrased to apply 
to beneficial owners of more than 10 
percent of an association’s stock, rather 
than to “controlling persons,” to make 
the applicability of the restriction more 
easily ascertainable; and 

(3) A reduction in the minimum size of 
the board of directors in section 7 to five 
members rather than seven in 
recognition of the large number of 
closely-held associations and to 
conform to the required number of 
organizers of a Federal association. 

Signature page—A date line has been 
added to the charter so the effective 
date of the charter may be specified. 

6. Section 543.4 Preapproved charter 
amendments—is essentially current 
§ 552.4(b), which provides for 
preapproved charter amendments which 
are deemed to have received 
preliminary Board approval and 
therefore can be presented to 
stockholders without a prior filing with 
the Board. 

Paragraph (a)}—Title change—sets out 
the current rule at § 552.4{b){1) and adds 
the current § 543.1(b) language regarding 
prior submission to the Supervisory 


Agent. 

Paragraph (b}—Change of location—is 
essentially current § 552.4(b)(3). 

Paragraph (c)}—Number of shares of 
stock and par value—is essentially 
current § 552.4{b)(4). 

Paragraph (e}—Preferred stock—is 
essentially current § 552.4{b)(5) with the 
same changes to section 5 of the charter 
as noted above in reference to proposed 
§ 543.3{d). 

Paragraph (f}—Zimitations on 
subsequent issuances—retains the 
ability of a Federal stock associatiqn to 
amend its charter to require stockholder 
approval for the issuance of common 
stock when such approval! would be 
required under the rules of the New 
York or American stock exchanges, 
currently 18.5 percent and 20 percent, 
respectively, of the shares of stock then 
outstanding, as is now available under 
§ 552.4(b)(6); in addition, allows an 
association to amend its charter to 
require stockholder approval for 
issuance of common stock in excess of 
15 percent of the shares of stock then 
outstanding, to enable institutions to 
avoid the more complicated 





requirements of the stock exchange 
limitations, a provision that used to be 
authorized for Charter S-type 
associations. 

Paragraph (g)—Anti-takeover 
provisions following conversion—is 
essentially current § 552.4{b)(8) which is 
available for Federal associations which 
have converted to stock form.within the 
past 5 years. These provisions are ot 
available only to institutions that have 
converted from mutual to stock form 
within the preceding five years. 

Paragraph (h}—Cumulative voting—is 
a new section which allows an 
association to eliminate cumulative 
voting on a permanent basis. There 
appears to be no compelling basis to 
require cumulative voting and therefore 
cumulative voting would be made 
optional. This treatment also reflects 
current trends in state codes and the 
Model Business Corporation Act. Any 
existing Federal stock association with a 
cumulative voting provision in its 
charter that wanted to remove the 
requirement would be required to 
persent the matter to stockholders for 
repeal: 


Paragraph (i)—Preemptive rights—is a 


‘mew section which allows an 
association to provide for preemptive 
rights as an optional charter provision. | 

7. Section 543.4-1 - Additional charter 
provisions—is a section. which expands 
current § 552.4(c) in providing for non- 
pre-approved charter amendments, 
which include, but are not limited to, 
anti-takeover amendments. In a change 
from current rules, however, the Board 
would not be governed by any state law 
in assessing the permissibility of anti- 
takeover charter provisions. Instead, the 
Board would look to its own statutes, 
rules and policies, and also look to | 
Delaware law for guidance in 
interpreting the permissibility of 
particular antitakeover provisions. The 
Board notes that any amendments, 
including anti-takeover amendments, 
not:consistent with law, reguiations or 

. policy of the Board, would not be 
approved by the Board or its delegate, 
regardless of their purported 
permissibility under state law: In | 
addition; any provision requiring greater. 
than majority stockholder votes for 

: certain transactions, or supermajority 
provisions, could only be adopted if 

approved by at least the same 

supermajority of stockholders being 
proposed. The Board specifically 
requests public comments on this 
section of the proposal, and in 
particular, whether the Board should 
more specifically describe the type of 
anti-iakeover provisions that will be 
considered acceptable. 


8. Section 543.5 Procedures for 
obtaining Board approval of charter 
amendments—outlines the procedures 
for preliminary and final approval now 
found in .§552.4{a). 

Paragraph (a}—Procedure for 
obtaining preliminary approval of 
charter amendments—ciarifies that if a 
proposed amendment'’s effect would be 
render more difficult a change in control 
of the institution, an opinion of counsel 
independent of the association must 
accompany the proposal and must 
express a reasoned opinion that such an 


. amendment is consistent with 


applicable statutes, regulations and 
Boards policies and indicate whether 
such a provison would be permissible 
for a corporation incorporated under the 
laws of Delaware. 

Paragraph (b)}—Procedure for 
obtaining final approval of 
amendments—restates the filing 
requirement and the date of 
effectiveness of amendments now found 
at § 552.4(a). 

9. Section 543.6 Reissuance of 
charter—is essentially current § 552.4(d) 
with a description of required 
supporting documents. 

10. Section 543.7 Bylaws—is 
essentially current § 552.5, with 
language requiring an opinion of 
independent counsel if a proposed 
bylaw would render more difficult a 
change of control of the institution, in 
the same manner as required for charter 
amendments. The Board wishes to stress 
that bylaws would not be approved if 
they were inconsistent with the Board's 
rules of corporate governance, or with 


’ provisions in a association's charter. 


Paragraph (a}—General/—is 
essentially current § 552.5(a) except for 
requiring bylaws consistent with the 
proposed rules governing bylaws. 

Paragraph (b)—Permissible bylaws— 
is essentially current § 552.5(b). 

Paragraph (b}—Effectiveness— 
establishes when bylaws are effective 
andthe requirement of an opinion of 
independent ‘counsel in certain 
circumstances. 

Paragraph (d)—Procedure—sets forth 
the procedures for filing bylaws and = 
amendments thereto. 

, 11. Section 543.8 Effect of 
subsequent charter or bylaw change 
amendment—is essentially current 

§ 552.16. 

12. Section 543.9 Stockholder 
meetings—incorporates much of current 
§ 552.6 but separates various 
stockholder voting paragraphs into a 
new section. 

Paragraph (a)—Stockholder ' 
meetings—is essentially current 
§ 552.6(a) except {1) annual meetings 
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may now be held within ‘150 days after 
the end of an association's fiscal year ' 
instead of the current 120 days to allow 
institutions registered under the 
Securities Exchange Act to employ 
materials filedin connection 
requirements of the rules of the Board 
and the Securities and Exchange 
Commission under the Securities 
Exchange Act of 1934; (2) special 
meetings can be called by holders of up 
to 25 percent of the stock, as specified in 
the bylaws, rather than the existing “10 
percent or more” requirement; and (3) 
meetings of stockholders may now be 
held in the state where the association 
has its principal place of business or 
where it maintains branches, in 
recognition of the growing number of 
interstate associations. 

Paragraph (b}—Notice of stockholder 
meetings—is essentially current 
§ 552.6(b) except that this section will 
clarify that the method of mailing notice 
must be calculated to ensure delivery 
within a reasonable period of time and 
also that the notice requirement is not 
necessary for associations wholly 
owned by a holding company. In 
addition, the Board invites comments on 


' whether the time limits on notice should 


be modffied; they are currently 20 to 50 
days, which times were also applied to 
the fixing of record dates and 
availability of the voting list. The Board 
is aware that a number of state 
corporate codes call for 10- to 60-day 
requirements. 

Paragraph (c)—Fixing of record 
dates—is essentially current § 552.6(c) 
except for modification of the time 
period as discussed above, 

Paragraph (d}—Voting lists—modifies 
current § 552.6(d) by providing that a 
voting list will be made available for 
inspection for a period beginning 20 
days prior to the meeting and at the 
meeting, only for a purpose germane to - 
the meeting. The Board specifically 
réquests comments concerning the 
sanction that should be applied in the 
case of a refusal of directors to provide 


a voting list. 


Paragraph (e)}Stockholder quorum— 
is essentially current § 552.6(e) with the 
addition of language indicating that the 
affirmative vote of a majority of shares 
of stock represented at a meeting is the 
act of the stockholders when a quorum 
is present unless a greater number is 
required by law or the association's 
charter. 

Paragraph (f}—Nominations—is a 
more detailed codification than current 
§ 552.6(g) of the language in the current 
mode! bylaws regarding the selection of 
mahagement nominees and the 
procedures for stockholder nominations ‘ 
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either prior to the meeting ot at the 


meeting if the nominating committee has : 


failed to act at least 20 days prior to the 
meeting. It is noted that nonstandard. 
bylaw amendments calling for 
cumbersome procedural barriers or 


unreasonable information s praaar a 


in connection with stockholder 


nominations would not be ed... 


permitt ie 
The same caution should be noted for - 


more cumbersome requirements for the 
introduction of new business at an 
annual meeting. The new language also 
clarifies that the stockholder nomination 
and new business procedures are 
available only for Nockholaess of 
record. 

Paragraph (g)—New business—is a 
more. detailed codification than current _ 
§ 552.6{g) of the language in the current 
model bylaws regarding the introduction 
of new business at an annual meeting. 

Paragraph (h)—Jnformal action by 
stockholders—is a new section added 
from the current model! bylaws which 
the Board felt should be expressed in 
the regulations. The Board solicits 
comment on whether actions which can 
be taken without a meeting should 
require unanimous, consent as provided 
in this proposal, or only the consent of 
the number of shares of stock needed to 
approve the action if such shares of 
stock had been present at a legal 
meeting. 

13. Section 543.9-1 Stockholder 
voting—expands the current § 552.6(f) 
pertaining to proxies, treasury. shares 
and cumulative voting, to discuss stock 
controlled by others and by fiduciaries, 
receivers or 

Paragraph (a)}—Proxies—expands 
current § 552.6(f)}{1} to allow telephonic 
or electronic proxies and to allow 
proxies to designate corporations, 
partnerships or companies as holders. 
The Board notes in this regard that 
under certain circumstances, as set forth 
in the Board's Acquisition of Control 
regulations, 12 CFR Part 574, the holding 
of proxies may constitute an acquisition 
of control requiring prior Board 
approval. 

Paragraph (b)—Stock controlled by 
association and others—encompasses 
current 552.6(f}(2) and adds rules for 
listing stock held in the name of another 
corporation; held by an administrator, 
executor, guardian or conservator, stock 
transferred into a trustee’s name, stock 
standing in the name of receiver or 
under the control of a receiver and’ stock 
which is pledged. 


Paragraph (¢}—Cumulative debits 


essentially current § 552.6(f}{3). 

1A. Section 543.9-2: . Voting trusts’. 
among stockholders—is a new section - 
based on Model Business Corporation - 
Act: which clarifies that stockholders 


may enter into written voting trusts by 


depositing their stock with a trustee and ° 


delivering a copy of the'trust agreement : 
to the association, subject to-inspection ° 


by other stockholders, and for a term 
not to exceed 10 years. The trustee is 
directed.to maintain a list of the . 


_ beneficial owners, which must also be 


delivered to the association. 

15. Section 543.9-3 Books and 
records; stockholder access—is 
essentially current § 552.11 but expands - 
the description of “proper purpose”, 
incorporates certain language modelled 
upon section 13(b} of the rules under the 
Securities Exchange Act with regard to 
maintenance of books and records, and 
specifies procedures regarding access: to 
stockholder lists for associations subject 
to such rules, and adds a remedy to 
compe! inspection. 

Paragraph (a)—Genera/—has 
modified curre:.t $ 552.11fa) to include 


_ more specific requirements with respect 


to maintenance of books and records in 
compliance with generally accepted 
accounting principles. © 

Purigniey (b)—Right to examine—is 
essentially current § 552.11(H) with the 
expanded description of proper purpose 
and the language concerning 
stockholder lists noted above. 

Paragraph (c)—Denial of right to 
examine—is essentially current 
§ 552.11(c). 

Paragraph (d)—Confidentiality of 
records—is essentially curent 
§ 552.11(d) which codifies the Board's 
longstanding policy on the right to 
privacy of depositors of a Federal 
association. 

Paragraph (e}—Compelling 


' inspection—is a new section which 


codifies the common law right of a 
stockholder to pursue a remedy in court 
if a demand for inspection is refused. 

16. Section 543.9-4 Annual reports to 
stockholders—is essentially current 
§ 552.10, with certain clarifications 
regarding the content of financial 
statements reflecting the requirements 
of the Board’s rules. 

17. Section 543.9-5 Stockholder 
derivative actions—is a new, clarifying 
section derived primarily from the 
Model Business Corporation Act and 
Rule 23.1 of the Federal Rules of Civil 
Procedure. ' 

Paragraph (a)—Right to bring an 
action—essentially restates Rule 23.1 of 
the Federal Rules of Civil Procedure 
providing that derivative actions may 
only be brought if the plaintiff was a 
stockholder of record at the time of the 
transactions of which he complains. In 
addition, a stockholder is required to 
obtain approval from the Principal 


’ Supervisory Agent for the institution 


before bringing an action. This latter 


provision is derived from features of 
California law. The Board specifically © 
solicits comments on this requirement 
and on the need to include more specific 
procedures for obtaining Principal 
Supervisory Agent approval. 

Paragraph (b)—Payment of 
expenses—directs plaintiffs in a 
derivative action to pay the defendant : 
reasonable expensés, including 
attorney’s fees, if final judgment brings a 
finding that the action was brought 
without reasonable cause. 

Paragraph (c)—Security for 
expenses—includes a requirement for 
security for expenses to avoid frivolous 
suits. 

18. Section 543.10 Board of 
directors—includes a number of the, 
provisions currently found in § 552.6-1 


__ with an expanded section describing the 


duties of a director, a reduction in the 
size of a board to five members and a 
new definition of “cause” with regard to 
director removals, With respect to this 
definition of “cause,” the Board 
specifically requests comments as to 
whether the definition should be 
exclusive. 

Paragraph (a]}—Genera/—expands 
current § 552.6—1({a) to include the 
authority to fix compensation and 
authorize reimbursement for expenses 
and to allow for non-stockholder 
directors unless the bylaws so require. 
In addition, the section would require a 
majority of directors be independent as 
definedin § 543.10-1{c). The Board also 
requests comment on this requirement 
for independent directors, which is 
similar to. the requirement already 
imposed on all insured institutions 
pursuant to $563.33. 

Paragraph (b)}—Performance of 
duties—is a new section which defines 
the director’s duty to act in good faith in 
a manner he reasonably believes to be 
in the best interests of the association, 
and with such care as an ordinary 
prudent person in a like position would 
use under similar circumstances. 

Paragraph (c)—Number and term—is 
essentially current § 552.6—1(b) except 
for the reduction to five in the allowable 
size of a board. 

Paragraph (d)—Vacancies—is 
essentially current § 552.6~1(e). 

Paragraph (e)}—Resignation or 
removal of directors—is essentially 
current §552.6—-1(f) and the existing 
Model Bylaws, with the addition of a 
definition of the term “cause” and a 
procedure for a defense to be presented 
by a diréctor in a removal action. This 
section also provides that directors may 
only be removed for cause. The Board 
specifically requests comments as to 





whether stockholders should be able to 
remove directors other than for “causé.” 

Paragraph (f)}—Age J/imitation on 
directors—is essentially current § 552.6- 
1(k). 

19. Section 543.10-1 Directors’ 
meetings—expands a number of 
provisions currently found in § 552.6—-1 
with additional provisions for 
conference telephone meetings and a 
new requirement that associations 
establish an audit committee and an 
investment committee, at least a . 
majority of the members of which are 
independent directors. 

Paragraph (a)—Meetings—includes 
the language of current § 552.6-1(c) and 
adds provisions from the current model 
bylaws for determination of place, 
frequency, time and procedures for 
notice for regular meetings of at least 24 
hours, unless waived, and provision for 
telephonic meetings which, unlike the 
current model bylaws, will be deemed to 
constitute presence in person for all 
purposes. 

Paragraph (b}—Quorum—is 
essentially current § 552.6-1(d). 

Paragraph (c)—Executive and other 
committees—is essentially current 
§ 552.6-1(g) with several important 
additions. Section 2 of that paragraph . 
requires the appointment of an audit 
committee of at least three directors the 
majority of whom shall be independent 
arid who shall not be the same directors 
as the independent. Section 3 requires 
the appointment of an investment 
committee of at least three directors the 
majority of whom shall be independent 
directors of the audit committee. The 
provision also defines independence 
and sets forth the duties of the audit 
committee and the investment 
committee. The Board specifically 
requests comments on the requirements 
of an audit committee and investment 
committee and the further requirement 
concerning independent directors of 
both committees. 

Paragraph (d)—Notice of special 
meetings—is essentially current § 552.6- 
1fh). 

Paragraph (e}—Action without a 
meeting—is essentially current § 552.6— 
1fi). 

Paragraph (f}—Presumption of 
assent—is essentially current § 552.6—- 
1(j). 

20. Section 543.10-2 Director's 
conflicts of interest—is a new section 
derived from the Board’s conflict-of- 
interest regulations: 

Paragraph (a}—Genera/—details 
when contracts or other transactions are 
not void or voidable even though a 
director may have a material financial 
interest in the transaction. 


Paragraph (b}—Presence of interested 
directors at meeting—details when 
contracts or other transactions are not 
void or voidable even if a director may 
be an “interested director,” if there has 
been adequate disclosure of his interest 
and approval by disinterested directors. 

Paragraph (c}—Determining a 
quorum—allows interested directors to 
be counted in determining the presence 
of a quorum at a meeting that ratifies a 
contract or transaction discussed above. 
- Paragraph (d)—7ransactions with 
affiliates—preserves the Board's right to 
object to a contract in conjunction with 
its regulations on transactions with 
affiliates. 

21. Section 543.10-3 Liability of 
directors for improper distributions—is 
a new section that sets forth a director's 
liability for distributions ‘to stockholders 
in contravention of the Board's rules or 
the association's charter. 

Paragraph (a}—Director liability— 
sets out the circumstances under which 
a director might be liable, jointly or 
severally, for certain distributions, 

Paragraph (b)—Right to contribution 
from stockholders—sets out the right to 
receive contributions from stockholders 
who knowingly receive certain 
impermissible distributions. 

Paragraph (c)—Right to contribution. 
from directors—sets out the right of 
directors to contribution from other 
directors who assented to certain 
impermissible distributions in certain 
circumstances. 

Paragraph (d)—Distribution—defines 
the term “distribution.” 

22. Section 543.10-4 + Officers—is 
based upon current § 552.6-3 with the 
addition of a paragraph on employment 
contracts. 

Paragraph (a)—Positions—is 
essentially current § 552.6-2(a). 

Paragraph (b}—Removal—is 
essentially current § 552.6+2(b), with the 
addition of a new definition of “cause” 
which is the same as used in the new 
definition of “cause” applicable in the 
case of removal of directors. 

Paragraph (c}—Emp/oyment 
contracts—specifically authorizes 
employment contracts in conformance, 
with Insurance Regulation § 563.39. The 
Board specifically requests comments in 
this regard as to whether it should adopt 
additional regulations governing so- 
called “golden parachute” or “silver 
wheelchair” types of employment 
contracts. 

Paragraph (d)—Age Jimitation on 
officers—is essentialy current § 552.6- 
2(a). 

23. Section 543.10-5 Indemnification 


of directors, officers, and employees—is ° 


a new section derived from current 
Federal Regulation 545.121. 
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Indemnification is ‘extended for officers. 
directors and employees of the 
association and specifically permitted 
for officers, directors and employees of 
wholly-owned service corporation 
subsidiaries. The Board specifically 
requests comments on the extension of 
indemnification to wholly-owned 
service corporations, as well as the 
limitation of persons eligible to be 
indemnified to officers, directors and 
employees. 

Paragraph (a)}—General—is 
essentially current § 545.121(b) with the 
inclusion of service performed for 
subsidiaries discussed above. 

Paragraph (b)—Conditions—is 
essentially current § 545.121(c) with the 
retention of the 60-day notice to the 
Board and the expansion of delegated 
authority to the Office of Examinations 
and Supervision with the concurrence of 
the Office of General Counsel to object 
to the indemnification. The new section 
also allows for the stockholders to 
determine to permit indemnification if a 
quorum of disinterested directors is not 
obtainable. The Board is aware that 
some state codes allow a disinterested 
attorney to make the determination and 
the Board specifically solicits comments 
as to the use of such disinterested 
counsel, particularly where a quorum of 
disinterested directors is not available 
and the question of indemnification 
would therefore be required to be put to 
the stockholders in what could be 
relatively costly proxy solicitation. The 
Board also solicits comments in this 
regard on the standard to be used in 
determining whether a counsel is 
“disinterested.” In addition, this section 
adds a provision for action to be brought 
in the right of the association: 

Paragraph (c)—/nsurance—is 
essentially current § 545.121(d). 

Paragraph (d)—Advance payment of 
expenses—is essentially current 
§ 545.121(e) with the addition of 
disinterested stockholders being 
allowed to authorize payments. 

Paragraph (e)}—Prohibited 
indemnification—is.a new section 
prohibiting indemnification if in’ 
contravention of public policy, which 
would include, without limitation, 
violation of statutes and regulations 
administered by the Board. 

Paragraph (f)—Exclusiveness of 
provisions—is essentially current 
§.545.121(f) which clarifies the 
grandfathering of bylaws in effect as of 
October 1, 1969. 

Paragraph (g)—Definitions,and rules 
of construction—is essentially current 
§ 545.121(a) with an additional 
definition of the term “disinterested.” 
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The Board specifically invites comments 
on the scope of this term. 

24. Section 543.11. Certificates for 
stock and their transfer—is essentially 
paragraphs (a) and (b) of.current: 

§ 552.6-3. 

25. Section 543.11-1 Consideration 
for stock—is a new section derived from 
the Model Business Corporation Act and 
several state codes. It includes a 

' discussion of permissible consideration 
for stock, treasury stock, stock 
dividends and stock issued in an 
exchange of indebtedness or for stock. 

Paragraph (a)—General—sets forth 
the ability of the board of directors to 
set consideration for stock as cash or 
other consideration, or both, on.certain 
terms. 

Paragraph (b)—Treasury stock—sets 
forth the method of disposing of such’ 
stock. 

Paragraph (c)—Stock dividends— 
describés that the consideration for 


stock dividends i is derived: from retained © 


earnings. ’ 

Paragraph (d)—Stock issued ‘in 
exchange—sets forth the derivation of 
the consideration for stock issued an 
exchange of indebtneégs or for stock. 

26. Section 543.11-2 Stock rights‘and 
options—is a new section setting forth 
Board policy on stock rights and options, 
including the conditions under which 
stock options or rights can be granted to 
non-employee directors. 

Paragraph (a)—Creation and 
issuance—describes the requirements 
for creation and issuance of stock rights 
and options. 

Paragraph (b)—Restriction on grants 
to non-employee directors—sets forth 
the‘conditions under which such stock 
options or rights could be granted to 
non-employee directors”, including | a 
definition of that term. 

Paragraph (c)—Payments for stock 
rights or options—sets forth the right of 
the association to adopt.a plan to 
redeem or repurchase shares of stock of 
the association as payment for stock 
options or rights, as long as the 
association's net-worth requirement 
would still be met. 

27. Section 543.11-3- Fractional 
shares of stock—is a new section 
derived from the Model Business 
Corporation Act and other state 
corporation codes allowing for the 
issuance of fractional shares, cash or 
scrip in lieu, of fractional shares. 

28. Section. 543.11-4 Liability of 
stockholders—is a new section defining 
a stockholder’s obligation to,pay full 
consideration for his shares of stocks. 

29. Section 543.12 Authority to 
acquire own .stock—is a new section, 
which clarifies the right of a Federal 


stock association to acquire its own 
stock. 

30. Section 543.12-1 Authority to pay 
dividends to stockholders—is a new 


. section setting forth the association's 


ability to pay dividends out of retained 
earnings. 

31. Section 543.12-2 . Limitations on 
distributiops to stockholders—is a new 
section.which defines what constitutes a 
distribution, sets out the limitations on 
distributions and describes 
méasurement dates. 

Paragraph (a)—Distributions—defines 
the term to mean a direct or indirect 
transfer of money, other property or 
indebtedness to or for the benefit of any 
of the association's stockholders. 

Paragraph {b)—Limitation on 
distributians—prohibits distributions 
such as dividends or repurchases of 
stock, that would reduce an 
association's net worth below that 


’ required by §563.13 of the Insurance 


Regulations. 
Paragraph (c)—Measurement déilies! 
sets forth a date to measure when the 


‘ distribution occurs. 


32. Section 543.12-3 Reduction of 


paid-in capital—is a new section setting ~ 
’ forth the manner in which an BS 


association could reduce its paid-in 
capital and the restrictions applicable to 
such a reduction. 

33. Section 543.13 Fiscal year; 
annual audit—is essentially current 
§552.6—4. 


34: Section 543.14 Corporate 


" procedures—is a new section containing 


several permissible bylaw provisions 
found in the current mutual association 
model bylaws, including provisions 
concerning execution of instruments, 


‘ corporate seal and miscellaneous 


provisions. 

Paragraph (a)—Execution of 
instruments generally—is essentially 
current .§544.5(b)(12). 

Paragraph (b)—Sea/—is essentially 


- current §544.5(b)(15). 


Paragraph (c)—Miscel/aneous—is 
essentially current §544.5(b)(17). 

35. Appendix A to Part 543 Model 
Bylaws for Stock Associations—is a set 
of 12 Articles derived from the current 
model bylaws for Federal stock 
associations but containing revisions 
based upon proposed. §§ 543.8 through 
543.14, discussed above. 

36: Sections 543.15-543.19 are reserved 
sections to maintain the numbering 
order for stock and mutual sections and 
to allow for any necessary additional 


: rules. Other sections described herein 


are reserved for similar reasons. 
97. Section 543.20 Combinations .... 


” involving Federal stock associations—is_. 


a section largely derived from. current 


section § 552.13 (1985) with 
modifications to the merger rules, 
additions to the required contents of a 
combination agreement, revised notice 
requirements and separation of the 
“bulk purchase of assets” section into a 
distinct section. In addition, the Board 
has added a new short-form merger 
section, based upon state corporate 
codes, and specifically invites comments 
on that addition. 

38. Section 543.21 Merger of 
consolidation—the first two types of 
permissible combinations; tracks current 
§ 552.13. 

Paragraph (a)—Permissible merger or 
consolidation—lists. the two conditions 
under- which a Federal stock association 
may merge or. consolidate with other 
associations, now found at § 552.13(c), 
and-adds a third condition now found at 
§ 546.2 requiring that mergers with state- 
chartered institutions be in accordance 
wih state law; Current § 552.13(b) 
definitions have been moved to the 
definitional section of newly proposed | 


‘ Part 541. (See Corporate Governance, 


Part I.) 

Paragrpah (b}—Board approval—is 
essentially current: § 552.13(d). 

Paragraph (c)—Approval by the 
Board's Principal Supervisory Agent—is 
essentially current § 552.13{e), 
incorporating recently amended § 563.22 
which expands the authority of the 
Principal Supervisory Agents and the 
Board’s Washington staff to act on many 
applications pursuant to delegated 
authority. The section also is expanded 
to include the ‘delegated authority in « 
current § 546.2 to approve maintenance 
of branch offices and temporary 


. increases in the size of boards of 


directors. 

Paragraph (d)—Approval of board of . 
directors—is essentially current 
§ 552.13(f). 

Paragraph (e}—Conservator or 
receiver action—brings the current 
§546.2(f) provision to the rules for 
Federal stock associations. 

Paragraph (f}—Combination 
agreement—is essentially current 
§ 552.13(g) describing the required 
contents of the combination agreement, 
with several additional provisions. 

Paragraph (g)—Corporate title; change 
of location—specifies that the charter 
must be amended in certain instances 
and is derived from current § 546.2(g), . 

Paragraph (h)—Application for Board 
approval—is essentially current. 

§ 552.13(h) regarding filing requirements, 
with.an additional reminder to 


‘ applicants that any required Hart-Scott- 


Rodino antitrust filings must also be 
made. 
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Paragraph (i)—Notice—is a modified 
version of current § 552.13{i}. The 
modifications include the following: The 
requirement that public notice appear in 
the communities in which the home 
offices of all constituent associations 
are located; deletion of the current 
“double notice” requirement to 
stockholders so that notice is required 
for stockholders only if the combination 
agreement is not subject to stockholder 
approval; and revision of contents of the 
notice to narrow the time when coments 
will be accepted to expedite processing, 
and to appraise each stockholder, where 
ee: of his dissenters’ appraisal 


39. oe 543.22 Short-form 
merger—is a new section derived from 
various state corporation codes. The 
section sets forth procedures for merging 
associations that are at least 90-percent 
owned by another association without 
the requirement of stockholder approval. 
Appraisal rights are provided in certain 
circumstances. 

Paragraph (a}—Genera/—sets forth 
the types of transactions where short- 
form mergers are available and the 
procedures for effecting such 
transactions. The Board specifically 
requests public comment as to whether 
the short-form process should be 
expanded to allow a short-form merger 
of a service corporation into its parent 
association. 

Paragraph (b)—Subsidiary resulting 
association—sets forth the requirement 
that, if the parent insured institution is 
not the resuling association, evidence 
must be submitted to the Supervisory 
Agent that the merger was approved by 
the affirmative vote of the stockholders 
of the parent. 

Paragraph (c)—Corporate title— 
details what to do to change a corporate 
title in a short-form merger. 

Paragraph (d)—Processing; 
delegation—sets out the processing 
requirements and delegates approval 
authority to the Principal Supervisory 
Agent in many circumstances. 

Paragraph (e)—Appraisal rights— 
gives appraisal rights as provided under 
§ 543.27 to stockholders in a short-form 
merger if the disappearing association is 
a Federal association. 

40. Section 543.23 - Approval by 
stockholders for merger or 
consolidation—is essentially current 
§ 552.13(j). 

Paragraph (a}—General rule—is 
essentially current § 552.13(j)(1). 

Paragraph (b}—General exception—is 
essentially current § 552.13({j)(2), setting 
forth the situations where approval of 
the stockholders of a Federal 
association is not required to approve a 
merger or consolidation. 


Paragraph (c)}—Exception for certain 
combinations involving an interim—is 
essentially current § 552.13(j)(3). 

Paragraph (d)—Disclosure—is 
essentiaily current § 552.13(k) 

41. Section 543.24 Articles of 
combination for merger or 
consolidation—is essentially current 
§ 552.13(/) paragraphs 1 and 2. 

42. Section 543.25 Effective date; 
date of consummation for merger or 
consolidation—is partially derived from 
current § 552.13(m) and various state - 
codes provisions allowing for a later 
effective date for a combination if 
requested. The section on date of 
consummation of a merger or 
consolidation was proposed to clarify an 
ongoing procedural problem that the 
effective date and date of consummation 
are often not the same. 

Paragraph (a)—Effective date—tracks 
the language of current § 552.13{m) but “ 
allows a later effective date of a merger 
or consolidation if requested. In 
addition, delegated authority to approve 
combinations is recognized by this 
section. 

Paragraph (b)—Date of 
consummation—specifies that 
combinations cannot be concluded until 
all necessary compliance materials are 
submitted to the Supervisor Agent's 
satisfaction, and explicitly provides that 
the Board or its delegate may suspend, 
alter or withdraw its approval if such 
action is warranted on the basis of a - 
material change in circumstances, prior 
to the date of consummation. 

43. Section 543.26 Continuity of 
corporate existence after merger or 
consolidation—is essentially current 
§ 552.13{n). 

44. Section 543.27. Dissenters’ 
appraisal rights in merger or 
consolidation—is largely derived from 
current § 552.14. The right to apply for 
the payment of the fair value of stock is 
limited. Dissenters’ appraisal rights 
would not exist where stock is listed on 
a national securities exchange or quoted 
on the NASDAQ or where stockholder 
action is not required. The section also 
now defines the term “fair value.” 

Paragraph (a)}—Aight to demand 
payment of fair value—is essentially 
current § 552.14{a). 

Paragraph (b)—Exceptions—is 
essentially current § 552.14(b) modified 
to include NASDAQ quoted stocks 
within the category where dissenters’ 
appraisal rights are not present. 

Paragraph (c)—Procedure—is 
essentially current’ § 552.14(c) with 
minor modifications. Stockholders must 
now receive notice of their appraisal — 
rights, if any, in their proxy materials or 
in any substitute stockholder notice. The 
petition to the Board to review an 
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association's offer to dissenting 
stockholders if an offer is not accepted 
is now filed with the Office of General 
Counsel. 

Paragraph (d)—Valuation by the 
Board or its delegate—is essentially 
current § 552.14(c—) (8) and (9). 

Paragraph (e)—Reorganization using 
interims—is a new section to recognize 
that interim associations would have 
little or no assets, so that in the case of 
an association recognizing into a holding 
company form using an interim, where 
the interim technically is the resulting 
association, the Board would view the 
holding company in such a 
reorganization as the resulting 
association for purposes of satisfying 
dissenters’ appraisal rights. This 
provision clarifies and formalizes this 
treatment, which the Board believes has 
always been implicit in the structure of 
a reorganization into a holding company 
structure using an interim association. 

Paragraph (f)—Definitions—is a new 
section to define the terms “fair value,” 
NASDAQ,” “National securities 
exchange” and “Qualified 
consideration”, the latter taken from 
current § 552.14(b). The Board 
specifically requests comments on its 
definition of “fair value” for appraisal 


purposes. 

45. Section 543.28. Supervisory 
combinations—is esentially current 
§ 552.15 with additional language 
dervied from section 5(0)({2}(F) of the 
HOLA regarding cases where severe 
financial conditions exist which 
threaten the stability of an association. 

46, Section 543.29 is reserved. 

47. Section 543.30 Bulk purchase or 
sale of assets—is derived from current 
§ 552.13. The definition of bulk purchase 
of assets has been expanded. 

Paragraph (a)—Permissible bulk 
purchase of assets—is derived from 
current § 552.13(c)(3) with clarifying 
language to better address bulk 
transfers to interim associations as well 
as to operating associations. 

Paragraph (b)—Permissible bulk sale 
of assets—restates the Board's current 
policy that bulk sa/es of assets by 
Federal associations are only 
permissible in supervisory cases. The 
Board invites comments from the public 
on this policy. 

Paragraph (c)—Bulk purchase or sale 
of assets defined—expands the current 
definitional § 552.13(b)(2), now 
appearing in the definitions section of 
Corporate Governance, Part I, new 
proposal Part 541, to include a 
percentage-of-assets test to determine 
whether substantially all of the assets of 
an association are involved such that a 
transaction would constitute a bulk 





Federal Register / Vol.: 50, No. 247 / Tuesday, December 24, 1985 / Proposed Rules 


purchase or sale. The Board invites 
comments on the choice of 50 percent. of 
total assets of the association prior to 
the acquisition as the appropriate 
percentage. 

Paragraph (d)—Board approval— 
tracks the language of current 
§ 552.13(d): 

Paragraph (e)—Approval by the. . 
Board's Principal Supervisory “— 
essentially current § 552.13{e), . 
incorporating recently amended 563.22. 
which-expands the authority of the 
Principal Supervisory Agent and the 
Board's Washington staff to act on many 
applications pursuant to delegated 
authority. 

Paragraph (f)}—Approved by board of 
directors—is essentially current 
§ 552.13(f). 

Paragraph (g)—Combination 
agreement—tefers the applicant to new 
§ 543.21(f)(2). 

Paragraph (h)—Application for Board 
approval—refers the applicant.to new 
§ 543.21(h). 

Paragraph (i)—Notice—refers the 
applicant to new § 543.21(i). 

48. Section 543.31 Approval by 
stockholders—tefers the applicant:to 
new § 543.23. ; 

49. Section 543.32 Articles of 
combination—refers the applicant to 
new § 543.24. 

50. Section 543.33 . Effective date; © 
date of consummation—refers the 
applicant to new § 543.25. 

51. Section 543.34 Continuity of : 
corporate existence after bulk purchase 
or sale of assets—makes clear that a: 
bulk purchase or sale of assets does not 
effect the corporate existence of the 
transferee or transferor Federal stock 
association. 

52. Section 543.35 ° Dissenters’ 
appraisal rights in bulk purchase or sale 
of assets—refers the applicant to new 
§ 543.27. 

53. Section 543.36 Partial purchase 
or sale of assets—is a new section 
differentiate between a bulk purchase or 
sale and a partial purchase or sale. The 
same percentage-of-assets test is used in 
this section as was used in new § 543.30, 
and the Board specifically requests 
public comments on this aspect of ihe 
proposal. In addition, the section refers 
applicants to § 563.22 of the Insurance 
Regulations for the rules governing 
procedures for obtaining required 
approval of partial purchases or sales of 
assets. 

54. Sections 543.37-543.39 are 
reserved. 

55. Section 543.40 Reorganization— 
is also reserved. 

56. Sections 543.41-543.49 are 
reserved. 


57. Section 543.50 Dissolution—is 
derived primarily from current § 546.4, 
the Model Business Corporation Act and 
the Delaware and California codes. 

58. Section 543.51 Voluntary 
dissolution—is derived from current 


§ 546.4. 


Paragraph (a)—Plan for dissolution— 
sets forth the requirements for a board 
of directors to propose a dissolution and 
the criteria for an approval. 

Paragraph (b)—Board approva/—sets 
forth the necessity for Board approval of 
such a plan of dissolution and the 
criteria for an approval. 

59. Section 543.52 Approval by 
stockholders for dissolution—is derived 
from current § 546.4. 

Paragraph (a)—Stockholder vote— 
requires a two-thirds vote of the 
stockholders to approve a dissolution 
instead of merely a majority vote. 

Paragraph (b)—Dissenters’ appraisal 
rights—explains that there will not be 
such rights in a dissolution. 

60. Section 543.53 Notice of 
dissolution—is a new section on notice 
of dissolution generally derived from the 
Model Business Corporation Act. 

Paragraph (a)—Wotice to creditors—is 
a new requirement to notify all known 
creditors of the intention to dissolve 
upon filing a plan of dissolution with the 
Board. 

Paragraph (b)—Votice to 
accountholders—sets forth the 
affirmative duty of the association to 


- notify affected accountholders of the 


approval of the stockholders to dissolve 
in accordance with the Board's existing 
notice requirements for termination of 
insurance at § 565.5 of the Insurance 
Regulations. 

61. Section 543.54 Procedure for 
dissolution after Board and stockholder 
approval—is a new section directing the 
association to do what acts are 
necessary to liquidate its business and 
affairs. 

62. Section 543.55 Termination of 
corporate existence—is derived from 
current § 546.4 and the Model Business 
Corporation Act. 

Paragraph (a)—Completion of 
dissolution—is essentially the last two 
sentences of current § 546.4. 

Paragraph (b)}—Continuation of 
corporate existence after dissolution—is 
a new section derived from the Model 
Business Corporation Act which 


‘continues the corporate existence for 


three years of a dissolving association 
solely for the purpose of defending or 
prosecuting legal actions, settling and 
closing the business, conveying 
property, discharging liabilities and 
distributing the remaining assets. 

63. Section 543.56 Involuntary 
Dissolution—is a new section which 


52489 


allows the Board to waive any provision 
of the dissolution section if instituted for 
supervisory reasons or pursuant to Part 
547. 

64. Sections 543.57-543.59 are 
reserved. 

65. Section 543.60 Supervisory 
waiver—is a new section which allows 
the Board to waive any provision of Part 
543 if necessary in specified supervisory 
circumstances. 


B. PART 544—FEDERAL MUTUAL 
ASSOCIATIONS 


66. Sections of existing Parts 543, 544, 
545 and 546, and a number of new 
proposed sections modeled on ti:e 
proposed sections in new Part 543, have 
been put into this new Part to cover the 
areas of final organization, charters and 
bylaws, combinations, bulk purchases or 
sale of assets, reorganization and 
dissolution of Federal mutual 
associations. 

67. The following 60 sections, 
appendix and reserved sections are 
proposed: 


544.1 Procedures for organization of Federal 
mutual associations; initial collection of 
pledged capital; organizational meeting 

544.2 Powers of Federal mutual associations 

544.3. Charters for Federal mutual 
associations 

544.4 - Preapproved charter amendments 

544.4-1 Additional charter provisions 
[Reserved] 

544.5 Procedures for obtaining Board 
approval of charter amendments 

544.6 Reissuance of charter 

544.7 Bylaws 

544.8 Effect of subsequent charter or bylaw 
amendment 

544.9 Members’ meetings 

544.9-1 Voting by proxy 

544.9-2:- Communications between members 

544.9-3. Annual reports to members 

544.10 Board of directors 

544.10-1 Directors’ meetings 

544.10-2 Director's conflicts of interest 

544.10-3 [Reserved] 

544.104 Officers 

544.10-5 Indemnification of directors. 
officers and employees 

544.11-544.12 [Reserved] 

544.13 Fiscal year; annual audit 

544.14 Corporate procedures 

544.15-544.19 [Reserved] 

544.20 Combinations involving Federal 
mutual associations 

544.21 Merger or consolidation 

544.22-544.23 [Reserved] 

544.24 Articles of combination for merger or 
consolidation 

544.25 Effective date; date of consummation 
for merger or consolidation 

544.26 Continuity of corporate existence 
after merger or consolidation 

544.27. [Reserved] 

544.28 Supervisory combinations 

544.29 [Reserved] 

544.30. Bulk purchase or-sale of assets 





544.31 [Reserved] 
544.32 Articles of combination for bulk 
purchase or sale of assets 
544.33 Effective date; date of consummation 
for bulk purchase or sale of assets 
544.34 Continuity of corporate existence 
after bulk purchase or sale of assets 
544.35 [Reserved] 
544.36 Partial purchase or sale of assets 
544.37-544.39 [Reserved] 
544.40 Reorganization [Reserved] 
544.41-544.49 [Reserved] 
544.50 Dissolution 
Voluntary dissolution 
Approval by members of dissolution 
Notice of dissolution 
Procedure for dissolution after Board 
“and member approval 
544.55 Termination of corporate existence 
544.56 Involuntary dissolution 
544.57-544.59 {Reserved] 
544.60 Supervisory waiver 


APPENDIX A TO PART 544—MODEL 
BYLAWS FOR MUTUAL ASSOCIATIONS 


68. Section 544.1 Procedures for 
organization of Federal mutual 
association; initial collection of pledged 
capital; organizational meeting— 
contains many parts of current § 543.6, 
the outline of information to obtain 
insurance of accounts, and codifies 
several longstanding Board policies on 
escrow of funds and bonding of officers. 
The section also clarifies the 
circumstances under which organizers 
may collect organizational expenses 
from subscribers and the procedures for 
refunding of subscription and expense 
funds in the event organization is not 
completed. 

Paragraph (a}—Genera/—indicates 
the provisions of Part 542 apply to 
applications for permission to organize a 
Federal mutual association. 

Paragraph (b)—initial collection of 
pledged capital—is derived from current 
§ 543.6 and sets forth the requirements 
for collecting subscription pledges only 
after receiving conditional approval, the 
bonding of officers, directors, employees 
and agents, the escrow and return of 
pledged capital and the composition of 
the consideration for the initial 
minimum capitalization. 

Paragraph (c}—Organizational 
meeting—revises current § 543.6{a)(2) to 
allow an organizational meeting within 
six months of receiving a certificate of 
authority to commence business, rather 
than the current delayed method of 
opening for business only after a 
subscribers’ meeting with proper notice. 

69. Section 544.2 Powers of Federal 
mutual associations—is a revised 
§ 552.9, applicable now to mutual 
associations, that references other 
sections that deal with investments and 
other activities of Federal associations. 


essentially current § 544.1 with clearer 
directions and certain modifications to 
the current Federal mutual charter. 

Paragraph (a)—Znitial charter— 
establishes that the initial charter must 
be in the form specified in paragraph (c) 
but may contain preapproved optional 
provisions. 

Paragraph (b}—Federal savings bank 
charter—sets out the additional charter 

converting associations must 
include in their charters. 

Paragraph (c)—Federa/ mutual 
charter—contains the wording for the 
standard form of charter; derived from 
current § 544.1 with the following 
revisions: 

(1) The section 6 voting requirements, 
proxy requirements and quorum 
requirements have been moved to the 
bylaws; and 

(2) In section 7 directions on 
vacancies and the election of directors 
have been moved to the bylaws. 

Signature Page—A date line has been 
added to the charter so the effective 
date of the charter may be specified. 

71. Section 544.4 Preapproved 
charter amendments—is essentially 
current § 544.2(b) which provides for 
preapproved charter amendments which 
are deemed to have received Board 
approval and therefore can be presented 
to the members without a prior filing 
with the Board. 

Paragraph {a)—Purposes and 
powers—retains the optional paragraph 
two in section 4 of the Federal mutual 
charter now found at 544.2(b)(1). 

Paragraph (b)—Title change—sets out 
the current rule of § 544.2(b)(2) and adds 
the current § 543.1(b) language regarding 
prior submission to the Supervisory 
Agent 

Paragraph (c)}—Change of location—is 
essentially current § 544.2(b)(3). 

Paragraph (d)—Savings bank 
charter—is essentially current § 544.3. 

Paragraph (e)—Mutual capital 
certificates—is essentially current 
§ 544.2(b)(4). 

Paragraph (f}—Maximum number of 
votes for members—is a new section 
designed to allow existing Federal 
mutual associations the option of 
amending their current charter to allow 
up to 1000 votes per member, a 
frequently requested amendment in 
conjunction with mutual to stock 
conversions. 

72. Section 544.4-1 Additional 
charter provisions—is reserved. 

73.. Section 544.5 Procedures for 
obtaining Board approval of charter 
amendments—outlines the procedures 
for preliminary and final approval now 
found in §§ 552.4{a) and 544.2{a). 
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ons (a)—Procedure for 
taining preliminary approval of 
auntie that ifa 
proposed amendment's effect would be 
to render more difficult a change in 
control of the institution, an opinion of 
counsel independent of the association 
must accompany the proposal and must 
express a reasoned opinion that such an 
amendment is consistent with 
applicable statutes, regulations and 
board policies, and indicate whether 


_ such a provision would be permissible 


for a corporation incorporated under the 
laws of Delaware. — 
for 


Paragraph (b 
obtaining final approval of 

amendments—teiterates the filing 
requirement and the date of 
effectiveness of amendments now found 
at § 544.2(a). 

74. Section 544.6—Reissuance of 
charter—is essentially current §544.2(c), 
with a description of required 
supporting documentation. 

75. Section 544.7—Bylaws—for mutual 
associations have been extensively 
revised with language requiring an 
opinion of independent counsel if a 
proposed bylaw would render more 
difficult a change of control of the 
institution, in the same manner as 
required for charter amendments. The 
Board wishes to stress that bylaws 
would not be approved if they were 
inconsistent with the Board's rules of 
corporate governance or with provisions 
in an association's charter. 

Paragraph (a)—Genera/—is 
essentially current § 552.5({a) now 
applied to mutual associations, except 
for requiring bylaws consistent with the 
proposed rules governing bylaws. 

Paragraph (b)—Permissible bylaws— 
is essentially current § 544.5(a). 

Paragraph (c)—Effectiveness—sets 
forth when bylaws are effective and the 
requirement of an opinion of 
independent counsel in certain 
circumstances. 

Paragraph (d)—Procedure—sets forth 
the procedures for filing bylaws and 
amendments thereto. 

76. Section 544.8 Effect of 
subsequent charter or bylaw 
amendment—is essentially current 
§ 544.6. 

77. Section 544.9 Members’ 
meetings—incorporates much of current 
§ 544.5(b) (1), (2), (3), (4), (13) and (14). 

Paragraph (a)}—Annual meetings of 
members—is essentially current 
§ 544.5(b)(1) except that annual meetings 
could now be held: within 150 days after 
the end of an association's fiscal year 
instead of the current 120 days, and 
meetings could now be held in the state 
where the association has its principal 
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place of business or where it maintains 
branches, in recognition of the growing 
number of interstate associations. 
Paragraph (b)—Special meetings of 
members—is essentiall 
§ 544.5(b)(2). 
Paragraph (c)—Notice of meetings of 
mem is essentially current 
§ 544.5(b)(3), except that this section 
would clarify that the method of 
publication of notice must be calculated 


_ to ensure that notice will be conspicious. 


In addition, the Board invites comments 
on whether the time limits on notice 
should be modified to 20 to 50 days, as 
has been done in the proposal with 
respect to stock associations, which 
times were also applied to the fixing of 
record dates. The Board is aware that a 
number of state corporate codes call for 
10-to-60 day requirements. 

Paragraph (d)—Fixing of record 
date—is essentially current § 544.5{b)(4) 
except for modification of the time 
period as discussed above in paragraph 


(c). 

Paragraph (e)}—Member quorum—is 
essentially the language taken out of 
current charter section 6, indicating that 
the affirmative vote of a majority of 
votes cast at any properly convened 
meeting of the association's members is 
the act of the members when a quorum 
is present. 

Paragraph (f}—Nominations for 
directors—is a more detailed 
codification than current § 544.5(b)(13) 
of the language in the current model 
bylaws regarding the selection of. 
management nominees and the 
procedures for member nominations 
either prior to the meeting or at the 
meeting. It is noted again that non- 
standard bylaw amendments calling for 
cumbersome procedural barriers or 
unreasonable information requirements 
in connection with member nominations 
would not be permitted. The same will 
be true-for the introduction of new 
business at an annual meeting which is 
_ discussed below. 

Paragraph (g)—New business—is a 
more detailed codification than-current 
§ 544.5(b)(14) of the language in the 
current model bylaws regarding the 
introduction of new business at an 
annual meeting. It also provides for the 
introduction of new business at least 10 
days prior to the meeting, rather than 
the current 30-day requirement. 

78. Section 544.9-1. Voting by 
proxy—expands the current § 544.5{b)(5) 
and will now cover proxies, and other 
accounts controlled by parties such as 
fiduciaries, receivers and pledgees, and 
joint accounts. 

Paragraph (a}—Genera}—expands the 
. Notice requirements of current 

§ 544.5(b)(5) to allow telephonic or 
electronic proxies and to allow proxies 
to designate corporations, partnerships 


or companies as holders. 

Paragraph (b}—Other voting 
arrangements—is a new section which 
encompasses current § 544.5(f}(2), 
applies it to mutual associations, and 
adds rules for voting accounts held by 
an administrator, executor, guardian or 
conservator, accounts transferred into a 
trustees’ name, accounts standing in the 
name of a receiver or under the control 
of a receiver, and accounts which are 
pledged. 

Paragraph (c)—Joint accounts—is a 
new section setting forth rules derived 
from the opinions of the Office of 
General Counsel. The section sets out 
rules for voting joint accounts, splitting 
votes if agreed to in writing, and the 
treatment of situations where joint 
owners cannot agree on how to vote. 

79. Section 544.9-2 Communication 
between members—is essentially 
current § 544.5{b)(6) and also 
incorporates a Board policy, now found 
at § 552.11{d), on the right to privacy of 
depositors of any Federal association. 

80. Section 544.9-3 Annual reports to 
members—is a new section referencing 
§ 544.115 which now governs this area. 

81. Section 544.10 Board of 
directors—is a new section for mutual 
associations which partially 
encompasses current § 544.5(b), (7), (8), 
(10) and (11) but more closely resembles 
current § 552.6—-1, with a greatly 
expanded section on the performance of 
duties of a director and a new definition 
of “cause” with regard to director 
removals. With respect to this definition 
of “cause” the Board specifically 
requests comments as to whether the 


_ definition should be exclusive. 


Paragraph (a)—Genera/—expands 
current § 544.5(b)(11) to include the 
authority to fix compensation and 
authorize reimbursement for expenses. 
In addition, the section would require a 
majority of directors be independent as 
defined in § 544:10-1(c). The Board also 
requests comment on this requirement 
for independent directors, which is 
similar to the requirement already 
imposed on all insured institutions 
pursuant to § 563.33. 

Paragraph (b)—Performance of 
duties—is a new section which defines 
the director's duty to act in good faith, in 
a manner he reasonably believes to be 
in the best interests of the association, 
and with such care as an ordinary 
prudent person in a like position would 
use under similar circumstances. 

~ Paragraph (c)—Number and term—is 
essentially current § 544.5(b)(7) and 
552.6-1(b). 

Paragraph (d)—Vacancies—is 
essentially current § 552.6—1(e} as it 
applies to mutual associations and is 
derived from old charter section 7. 

Paragraph (e)—Resignation or 


removal of directors—is essentially 
current §§ 552.4(b)(10) and 552.6-1(f} 
with the addition of a definition of the 
term “cause” and a procedure for a 
defense to be presented by a director in 
a removal action. This secfion provides 
that directors may only be removed for 
cause. The Board specifically requests 
comments as to whether the members 
should be able to remove directors other 
than for “cause.” 

Paragraph (f}—Age limitation on 
directors—is essentially current § 552.6- 
1(k) as applied to mutual associations. 

82. Section 544.10-1 Directors’ 
meetings—expands a number of 
provisions currently found in 

§§ 544.5(b)(8) and 552.6—-1 with 
additional provisions for conference 
telephone meetings and a new 
requirement for the establishment of an 
audit committee and an investment 
committee. i 

Paragraph (a}—Meetings—includes 
the language of current § 544.5(b)(8) for 
determination of place, frequency, time 
and procedures for notice for regular 
meetings of at least 24 hours, unless 
waived, and adds provision for 
telephonic meetings which will now 
constitute presence in person the for all 
purposes. 

Paragraph (b)—Quorum—is 
essentially the last two sentences of 
current § 544.5(b)(8). 

Paragraph (c)—Executive and other 
committees—is essentially current 

'§§ 544.5(b)(11)(a) and 552.6-1(g) with 
several important additions. Section 2 of 
that paragraph requires the appointment 
of an audit committee of at least three 
directors the majority of whom shall be 
independent. Section 3 requires the 
appointment of an investment committee 
of at least three directors, the majority of 
whom shall be independent directors of 
the audit committee. The provisions also 
define independence and sets forth the 
duties of the audit committee and 
investment committee. The Board 
specifically requests comments on the 
requirement of an audit committee and 
an investment committee and the further 
requirement concerning independent 
directors of both committees. 

Paragraph (d)—WNotice of special 
meetings—is essentially current § 552.6~ 
1(h) adapted fora Federal mutual 
association. 

Paragraph (e)}—Action without a 
meeting—is essentially current § 552.6- 
1(i) adapted for a Federal mutual 
association. 

Paragraph (f)—Presumption of 
assent—is essentially current § 552.6—- 
1(j} adapted for a Federal mutual 
association. 

83. Section 544.10-2 Director 
conflicts of interest—is a new section 





derived from the Board's conflicts-of- 
interest regulations. 

Paragraph (a}—Genera/—details 
when contracts or other transactions are 
not void or voidable even though a 
director may have a material financial 
interest in the transaction. 

Paragraph (b)}—Presence of interested 
directors at meeting—details when 
contracts or other transactions are not 
void or voidable even if a director may 
be an “interested director,” if there is 
adequate disclosure of his interest and 
approval by the disinterested directors. 

Paragraph (c)—Determining a 
guorum—allows interested directors to 
be counted in determining the presence 
of a quorum at a meeting that ratifies a 
contract or transaction discussed above. 

Paragraph (d)—T7ransactions with 
affiliates—preserves the Board's right to 
object to a contract or transaction 
discussed above in conjunction with its 
regulations 6n transactions with 
affiliates. 

84. Section 544.10-3 is reserved. 

85. Section 544.10-4 Officers—is 
based upon current §§ 544.5(b)(9) and 
552.6-2 with the addition ofa paragraph 
on employment contracts. 

Paragraph (a)—Positions—is 
essentially current §§ 544.5(b)(9) and 
552.6-2{a). 

Paragraph (b)}—Removal—is 
essentially current § 552.6-2(b) adapted 
for Federal mutual associations, with 
the addition of a new definition of 
“cause” which is the same as used in the 
new definition of “cause” applicable to 
removal of directors. 

Paragraph (c)—Emp/oyment 
contracts—specifically authorizes 
employment contracts in conformance 
with Insurance Regulation § 563.39. The 
Board specifically requests comments in 
this regard as to whether it should adopt 
additional regulations governing so- 
called “golden parachute” or “silver 
wheelchair” types of employment 
contracts. 

Paragraph (d)—Age /imitation on 
officers—is essentially current § 552.6- 
2{c). 

86. Section 544.10-5 Indemnification 
of directors, officers, and employees—is 
a new section derived from current 
§ 545.121. Indemnification is extended 
for officers, directors, and employees of 
the association and specifically 
permitted for officers, directors, arid 
employees of wholly-owned service 
corporation subsidiaries. The Board 
specifically requests comments on the 
extension of indemnification to wholly- 
owned service corporations as well as 
the limitation of persons eligible to be 
indemnified to officers, directors, and 
employees. 


Paragraph (a)—Genera/—is 
essentially current § 545.121(b) with the 
inclusion of service performed for 
wholly-owned subsidiaries discussed 


‘above. , 


Paragraph (b)—Conditions—is 
essentially current § 545.121(c) with the 
retention of the 60-day notice to the 
Board and the expansion of delegated 
authority to the Office of Examinations 
and Supervision with the concurrence of 
the Office of General Counsel to object 
to the indemnification. In addition, this 
section adds a provision for action to be 
brought in the right of the association. 
The Board is aware some state codes 
allow a disinterested attorney to make 
the determination and the Board 
specifically solicits comments as to the 
use of such disinterested counsel, 
particularly where a quorum of 
disinterested directors is not available. 
The Board also solicits comments in this 
regard on the standard to be used in 
determining whether a counsel is 
“disinterested.” 

Paragraph (c)—/nsurance—is 
essentially current § 545.121(d). 

Paragraph (d)—Advance payment of 
expenses—is essentially current 
§ 545.121[e). 

Paragraph (e)}—Prohibited 
indemnification—is a new section 
prohibiting indemnification if in 
contravention of public policy. 

Paragraph (f}—Exclusiveness of 
provisions—is essentially current 
§ 545.121(f) which clarifies the 
grandfathering of bylaws in effect as of 
a certain date. 

Paragraph (g)—Definitions and rules 
of construction—is essentially current 
§ 545.121(a) with an additional 
definition of the term “disinterested.” 
The Board specifically invites comments 
on the scope of this term. 

87. Section 544.11-544.12 are 
reserved. 

88. Section 544.13 Fiscal year; 


-annual audit—is essentially current 


§ 552.64 adapted for Federal mutual 
associations. 

89. Section 544.14 Corporate 
procedures—is a new section containing 
several permissible bylaws in the 
current mutual association model 
bylaws which include execution of 
instruments, corporate seal and 
miscellaneous provisions. 

Paragraph (a)—Execution of 
instruments generally—is essentially 
current § 544.5(b)(12). 

Paragraph (b)—Sea/—is essentially 
current § 544.5(b)(15). 

Paragraph (c)—Miscellaneous—is 
essentially current § 544.5(b)(17). 

90. Appendix Ato Part 544—Model 
Bylaws for Mutual Association—is a-set 
of 12 Articles derived from the current 


BEST COPY AVAILABLE 
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model bylaws for Federal mutual 
associations and formatted to look like 
the current model bylaws for Federal 
stock associations but containing 
significant revisions based upon 

§§ 544.8 through 544.14, discussed 
above. 

91. Section 544.15-544.19 are reserved 
sections. 

92. Section 544.20 Combinations 
involving Federal mutual associations— 
is a section largely derived from current 
§§ 552.13 (1985) and 546.2 with 
modifications to the merger rules, _ 
additions to the combination agreement, 
revised notice requirements and a 
severing of the bulk purchase of assets 
section into a separate section. 

93. Section 544.21 Merger or 
consolidation—as the first two types of 
permissible combinations tracks current 
§552.13. 

Paragraph (a}—Permissible merger or 
consolidation—liists the two conditions 
under which a Federal mutual 
association may merge or consolidate 
with other associations now found at 
§552.13(c) and adds a third condition 
now found at § 546.2 requiring that 
mergers with state-chartered institutions 
be in accordance with state law. Current 
§ 552.13(b) definitions have been moved 
to the definitional section of Corporate 
Governance, Part I, new proposed Part 
541. 

Paragraph (b)—Board approval—is 
essentially current §552.13(d). 

Paragraph (c)—Approval by the 
Board's Supervisory Agent—is 
essentially current § 552.13(e) expanded 
to include the delegated authority in 
current § 546.2 to approve maintenance 
of branch offices and temporary 
increases in the size of the board of 
directors. . 

Paragraph (d)—Approval of board of 
directors—is essentially current 
§ 552.13(f). 

Paragraph (e)}—Approval by 
members—is essentially current 
§ 546.2(e). 

Paragraph (f}—Conservator or 
receiver action—is essentially current = 
§ 546.2(f). 

Paragraph (g)—Combination 
agreement—is essentially current 
§552.13(g). 

‘Paragraph (h)—Corporate title; 
change of location—specifies that the 
charter must be amended in certain 
instances and is derived from current 
§ 546.2(g). 

Paragraph (i)—Application for Board 
approval—is essentially current 
§ 552.13(h) with an additiorial reminder 
to applicants that any required Hart- 
Scott-Rodino antitrust filing must also 
be made. 
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Paragraph (j)—Notice—is a modified 
version of current § 552.13{i). The 
modifications include the requirement 
that public notice must appear in the 
communities in which the home offices 
of all constituent associations are 
located. 

94. Section 544.22-544.23 are reserved. 

95. Section 544.24 - Articles of 
combination for merger or 
consolidation—is essentially current 
§ 552.13(1) paragraphs 7 and 2. 

96. Section 544.25 Effective date; 
date of consummation for merger or 
consolidation—is partially derived from 
current § 552.13{m) and various state 

_ code provisions allowing for a later 
effective date if requested. The section 
on date of consummation of a merger or 
consolidation was proposed to clarify an 
ongoing procedural problem that the 
effective date and date of consummation 
are otfen not the same. 

Paragraph (a]—Effective date—tracks 
the language of current § 552.13 (m) but 
allows the possibility of a later effective 
date of a merger or combiration if 
requested. In addition delegated 
authority to approve combinations is 
recognized by this.section. 

Paragraph (b)}—Date of 
consummation—specifies that 
combinations cannot be concluded until 
necessary compliance materials are 
submitted to the Supervisory Agent's 
satisfaction and adds that the Board or 
its delegate may suspend, alter or 
withdraw its approval if such action is 
warranted on the basis of a material 

, change in circumstances, prior to the 

date of consummation. 

97. Section 544.26 Continuity of 
corporate existence after merger or 
consolidation—is essentially current 
§ 546.3. 

98. Section 544.27 is reserved. 

99. Section 544.28 Supervisory 
combinations—is essentially current 
§ 552.15 with additional language 
derived from section 5{o){2}{F) of the 
- HOLA regarding cases where severe 
financial conditions exist which 
threaten the stability of an association. 

100. Section 544.29 is reserved. 

101. Section 544.30 Bulk purchase of 
sale of assests—is derived from current 
§ 552.13. The definition of “bulk 
purchase of assets” has been expanded: 

Paragraph (aJ)—Permissible bulk 
purchase of assets—is essentially 
current § 552.13(c)}(3} with clarifying 
language to better address bulk 
transfers to interim associations as well 
as to operating associations. 

Paragraph (b]—Permissible bulk sale 
of assets—restates the Board's current 
policy that bulk sales of assets aré-only 
permissible in supervisory cases. The 


Board invites comments from the public 
on this policy. 

Paragraph (c})—Bulk purchase or sale 
of assets defined—expands the current 
definitional § 552.13{b}(2), now 
appearing in the definitions section of 
Corporate Governance, Part I, new 
proposed Part 541, to include a 
percentage-of-assets test to determine 
whether substantially all.of the assets of 
an association are involved such that a 
transaction would constitute a bulk 
purchase or sale. The Board invites 
comments‘on the choice of 50 percent of 
total assets of the association prior to 
the acquisition as the appropriate 
percentage. 

Paragraph (d)—Board approval— 
tracks the language of current 
§ 552.13(d). 

Paragraph (e}—Approval by the 
Board's Principal Supervisory Agent—is 
essentially current § 552.13{e), 
incorporating recently amended § 563.22 
which expands the authority of the 
Principal Supervisory Agent and the 
Board's Washington staff to act on many 
applications pursuant to delegated 
authority. 

Paragraph (f}—Approval by board of 
directors—is essentially current 
§ 552.13(f). 

Paragraph (g)}—Combination 
agreement—tefers the applicant to new 
§ 544.21(g)(2). 

Paragraph (h)—Appiication for Board 
approva/—refers the applicant to new 
§ 544.21{i). 

Paragraph (i)—/Votice—refers the 
applicant to new § 544.21{}}. 

102. Section 544.31 is reserved 

103. Section 544.32 Articles of 
combination for bulk purchase or sale of 
assets—refers the applicant to new 
§ 544.24. 

104. Section 544.33 Effective date; 
date of consummation for bulk purchase 
or sale of assets—refers the applicant to 
new § 544.25. 

105. Section 544.34 Continuity of 
corporate existence after bulk purchase 
or sale of assets—makes clear that a 
bulk purchase or sale of assets does not 
affect the corporate existence of the - 
transferee or transferor Federal mutual 
association. 

106. Section 544.35 is reserved 

107. Section 544.36 Partial purchase 
or sale of assets—is a new section to 
differentiate between a bulk purchase or 
sale and a partial purchase or sale. The 
same percentage-of-asset test is used in 
this section as was used in new § 544.30, 
and the Board specifically requests 
public comments on this aspect of the 
proposal. In addition, the section refers 
applicants to § 563.22 of the Insurance 
Regulations for the rules governing 
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procedures for obtaining approval! of 
partial purchases or sales of assets. 

108. Section 544.37-544.39 . are 
reserved. . 

109. Section 544.40 Reoganization— 
is also reserved. 

110. Sections 544.41-544.49 are 
reserved. 

111. Section 544.50 Dissolution—is 
derived from current § 546.4, the Model 
Business Corporation Act and the 
Delaware and California Codes. 

112. Section 544.51 Voluntary 
dissolution—is derived from current 
§ 546.4. , 

Paragraph (a]—P/an for dissolution— 
set forth the requirements for a board of 
directors to propose a dissolution. 

Paragraph (b)—Soard approva/—sets 
forth the necessity for Board approval of 
such a plan of dissolution and the 
criteria for an approval. 

113. Section 544.52 Approval by 
members for dissolution—is derived 
from current § 546.4. 

114. Section 544.53. Notice of 
dissolution—is a new section derived 
from the Madel Business Corporation 
Act. 

Paragraph (a}—WNotice to creditors—is 
a new requirement to notify all known 
creditors of the intention to dissolve 
upon filing a plan of dissolution with the 
Board. 

Paragraph (b}—Notice to 
accountholders—sets forth the 
affirmative duty of the association to 
notify affected accountholders of the 
approval of the members to dissolve in 
accordance with the Board's existing 
notice requirements for termination of 
insurance of § 565.5 of the Insurance 
Regulations. 

115. Section 544.54 Procedure for 
dissolution after Board and member 
approval—is a new section directing the 
association to do what acts are 
necessary to liquidate its business and 
affairs. 

116. Section 544.55 Termination of 
corporate existence—is derived from 
current § 546.4 and the Model Business 
Corporation Act. 

Paragraph (a)—Completion of 
dissolution—is essentially the last two 
sentences of current § 546.4. 

Paragraph (b}—Continuation of 
corporate existence after dissolution—is 
a new section derived from the Model 
Business Corporation Act which 
continues the corporate existence for 
three years of a dissolving association 
solely for the purpose of defending or 
prosecuting legal actions, settling and 
closing the business, conveying 
property, discharging liabilities and 
distributing the remaining assets. 





117. Section 544.56 Involuntary 
Dissolution—is a new section which 
allows the Board to waive any provision 
of the dissolution section if the 
dissolution is instituted for supervisory 
reasons or pursuant to Part 547. 

118. Sections 544.57-544.59 are 
reserved. 

119. Section.544.60° Supervisory __ 
waiver—is a new section which allows 
the Board to waive any provision of Part 
544 if necessary in specified supervisory 
circumstances. 


C. Comment Period and Effective Date 


The Board is soliciting comments on 
Part'll of the proposal for a period of 60 
days, but will also accept comments 
after the 60-day periodifmadein __ 
conjunction with comments regarding 
later Parts of the proposal. Comments on 
Part I of the Board's Corporate 
Governance proposal also may be 
submitted during the current period for 
this Part II. The Board specifically 
requests public comment on procedures 
for implementing these proposed rules at 
such time as they become effective. The 
Board is considering requiring 
compliance with the proposed 
regulations by the next annual meeting 
which occurs 120 days after the effective 
date of the final regulations. 


Initial Regulatory-Flexibility Analysis 


Pursuant to section 3 of the Regulatory 
Flexibility Act, 5 U.S.C. 603 (1982), the 
Board is providing the following initial 
regulatory flexibility analysis: 

1. Reasons, objectives, and legal 
bases underlying the proposed rules. 
These elements have been discussed 
elsewhere in the supplementary 
information regarding the proposal. 

2. Small entities to which the 
proposed rules would apply. The rules 
would apply to all federally chartered 
savings and loan associations and 
savings banks (“Federal associations”). 

3. Impact of the proposed rules on 
small institutions. The policies will 
affect all Federal associations equally 
and will not have an adverse impact on 
small institutions. 

4. Overlapping or conflicting Federal 
rules. There are no known Federal rules 
which duplicate, overlap, or conflict 
with the-proposed rules. 

5. Alternatives to the proposed rule. 
There are no alternatives that would be 
less burdensome than the proposal in 
addressing the concerns expressed in 
the supplementary information set forth 
above. 


List of Subjects in 12 CFR Parts 543 and 
544 


Savings and Loan Associations, 
Savings banks. 


Accordingly, the Federal Home Loan 
Bank Board hereby proposes to revise 
Parts 543 and 544, Subchapter C, 
Chapter V of Title 12, Code of Federal 
Regulations, as set forth below. 


SUBCHAPTER C—FEDERAL SAVINGS AND 
LOAN SYSTEM 


PART 543—FEDERAL STOCK 
ASSOCIATIONS 


1. Revise Part 543 as follows: 


PART 543—FEDERAL STOCK 
ASSOCIATIONS 


Sec. 

543.1 Procedure for organization of Federal 
stock association; Initial sale of capital 
stock; organizational meeting. 

543.2 Powers of Federal stock associations. 

543.3 charter for Federal stock associations. 

543.4 Preapproved charter amendments. 

543.4-1 Additional charter provisions. 

543.5 Procedures for obtaining Board 
approval of charter amendments. 

543.6 Reissuance of charter. 

543.7 Bylaws. ; 

543.8 Effect of subsequent charter or bylaw 
change amendment. 

543.9 Stockholder meetings. 

543.9-1 Stockholder voting. 

543.9-2, Voting trusts among stockholders. 

543.9-3 Books and records; stockholder 
access. 

543.9-4 Annual reports to stockholders. 

543.9-5 Stockholder derivative actions. 

543.10 Board of directors. 

543.10-1 Directors’ meetings. 

543.10-2 Director's conflicts of interest. 

543.10-3 Liability of directors for improper 
distributions. 

543.10-4 Officers. 

543.10-5 Indemnification of directors, 
officers and employees. 

543.11 Certificates for stock and their 
transfer. 

543.11-1 Consideration for stock. 

543.11-2 Stock rights and options. 

543.11-3 Fractional shares of stock. 

543.114 . Liability of stockholders. 

543.12 Authority to acquire own stock. 

543.12-1 Authority to pay dividends to 
stockholders. 

543.12-2 Limitations on distributions to 
stockholders. 

543.12-3 Reduction of paid-in capital. 

543.13 Fiscal year; annual audit. 

543.14 Corporate procedures. 

543.15-543.19 [Reserved] 

543.20 Combinations involving Federal 
stock associations. 

543.21 Merger or consolidation. 

543.22 Short-form merger. 

543.23 Approval by stockholders for merger 
or consolidation. 

543.24 Articles of combination for merger or 
consolidation. 

543.25 Effective date; date of consummation 
for merger or consolidation. 

543.26 Continuity of corporate existence 
after merger or consolidation. 

543.27. Dissenters’ appraisal rights in merger 
or consolidation. 
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Sec. 


Supervisory combinations. 

[Reserved] 

Bulk purchase or sale of assets. 

Approval by stockholders. 

Articles of combination. 

543.33 Effective date; date of consummation. 

543.34 Continuity of corporate existence 
after bulk purchase or sale of assets. 

543.35 Dissenters’ appraisal rights in bulk 

’ purchase or sale of assets. 

543.36 Partial purchase ‘or sale of assets. 

543.37-543.39 [Reserved] 

543.40 Reorganization [Reserved] 

543,41-543.49 - [Reserved] 

543.50 Dissolution. 

543.51 Voluntary dissolutions. 

543.52 Approval by stockholders for 
dissolution. 

543.53 Notice of dissolution. 

543.54 Procedure for dissolution after Board 
and stockholder approval. 

543,55 Termination of corporate existence. 

543.56 Involuntary dissolution. 

543.57-543.59 [Reserved] 

543.60 Supervisory waiver. 

Appendix A to Part 543-Model Bylaws for 
Stock Associations 


Authority: 12 U.S.C. 1464; Reorg. Plan No. 3 
of 1947, 3 CFR, 1943-1948 Comp.., p. 1071. 


§ 543.1 Procedure for organization of 
Federal stock association; initial sale of 
capital stock; organizational meeting. 


(a) General. Applications for 
permission to organize a Federal stock 


543.28 
543.29 
543.30 
543.31 
543.32 


. association shall be subject to the 


provisions of §§542.1 through 542.12 of 
this Subchapter. 

(b) Initial sale of capital stock. No 
stock may be offered or sold until the 
organizers have received conditional 
approval of the application for 
permission to organize. Upon the 
conditional approval of an application 
for permission to organize a Federal 
stock association and after the interim 
officers, directors, employees and agents 
have been bonded to the extent required 
by $563.19 of this chapter, the 
association may proceed to offer and 
sell its shares’of stock and to make all 
required related filings in accordance 
with the following: 

(1) No shares of stock shal] be offered 
or sold except pursuant to Part 563g of 
this Chapter, in such final form as 
adopted by the Board; [Proposed Part 
563g is set forth at 50 FR 38839, 
September 25, 1985.] 

(2) Any funds received in an offering 
of securities in connection with 
organization and any interest earned 
thereon shall be held in an escrow, trust 
account, or similar separate account 
(which includes an underwriter's or 
broker-dealer’s account), -for.the 
association, until (a) the association has 
received the certificate of authority to 
do business specified in §542.7 and the 
securities are issued or (b) the offering is 
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terminated. The escrow or trust account 
is required to be with an independent 
financial institution insured by the 
Federal Savings and Loan Insurance 
Corporation or the Federal Deposit 
Insurance Corporation and shall not be 
reachable by personal creditors of an 
organizer. The association shall not 
collect any funds from the escrow, trust 
account or similar separate account 
until the offering has been completed 
pursuant to the terms of the offering, all 
conditions of the Board's approval of the 
application for Permission to Organize 
are satisfied and the Principal 
Supervisory Agent approves the release 
of the funds. While organizers may 
make contributions to a separate 
expense fund, subscribers shall not 
make such contributions. If an offering is 
not completed within the term of the 
proposed offering period, any funds 
collected shall be promptly refunded in 
full with any interest earned thereon, 
less a deduction from any interest 
earned, Provided, that: (i) Such 
deduction is for reasonable 
organizational or offering expenses and 
(ii) the terms of the offering provide for 
such a deduction from interest; 

(3) All shares of stock sold in the 
initial capitalization shal] be offered to 
all purchasers on the same basis and 
sold at a uniform price and on uniform 
terms and conditions, and unless 
approved specifically by the Board; 
consideration for the initial minimum 
capitalization shall consist of cash or 
tangible property to the extent 
investment in such property would be 
permitted to the association. Further all 
stock sold shall be paid in full and shall 
be nonassessable. Stock options and 
warrants granted at or before the 
completion of organization shall be 
granted subject to stockholder approval 
and shall have an exercise price at least 
equal to the initial offering price of the 
stock; 

(4) The par value of stock, if any, shall 
be as specified in the charter and if no 
par value is specified then each share of 
stock shall have a stated value equal to 
the purchase price of each share. é 

(c) Organizational meeting. Within six 
months of receiving the certificate of. 
authority to commence business, the 
association shall provide notice, 
pursuant to. § 543.9 of this Part, of a 
meeting of its stockholders to elect a 
board of directors. Until such time, the 
interim board of direcors shall be 
governed by the Model Bylaws. 
Immediately following such election the 
directors shall meet to adopt permanent 
bylaws, elect the officers of the 
association and undertake any other 


action necessary to complete corporate 
organization. 


§ 543.2 Powers of Federal stock 
associations. 

In addition to:the authority contained 
in this Part and in its charter, a Federal 
stock association may make any loan or 
investment or engage in any activity 
authorized for a Federal association in 
Part 545, 550, 555, or 556 of this Chapter 
and in section 5(c) of the Home Owners’ 
Loan Act of 1933, as amended, or the 
successor provisions of any of the 
foregoing. 


§ 543.3 Charter for Federal stock 
associations. 

(a) Initial charter. The initial charter 
of a de novo Federal stock association 
shall be in the form specified in 
paragraph (d) of this section and may 
also include any preapproved optional 
provision contained in §543.4 of this 
Part. Initial federal stock charters of 
institutions converting from the state 
stock form may also include additional 
charter provisions carried over from the 
association’s former charter, provided 
that such provisions must be approved 
by the Board in accordance with §543.5 
and be separately submitted to the 
association’s stockholders for approval. 

(b) Converted associations. An 
association that has converted from the 
mutual form pursuant to Part 563b of 
this Chapter shall include in its charter 
(1) a section establishing a liquidation 
account as required by § 563b.3(c)(13) of 
this Chapter and (2) the bracketed 
clause in the third paragraph of section 
5. 

(c) Federal savings bank charter. A 
charter for a Federal stock savings bank 
shall substitute the term “savings bank” 
for “association” and, for savings banks 
converting pursuant to §546.10 of this 
Subchapter shall include the following 
sentence at the end of section 4 of the 
Charter set forth at paragraph (d) of this 
section: “In addition, the savings bank 
may make any investment and engage in 
any activity as may be specifically 
authorized by action of the Board, 
including authorization by delegated 
authority, in connection with action 
approving the issuance of the charter.” 

(d) Federal stock charter. The 
following is the standard form of 
Federal stock charter. Associations may 
vary the wording of charters only in 
accordance with bracketed instructions. 


Federal Stock Charter 


Section 1. Corporate title. The full 
corporate title of the association is : 
. Section 2. Office. The home office shall be 
located at : 

Section 3. Duration. The duration of the 
association is perpetual. 


Section 4. Purpose and powers. The 
purpose of the association is to pursue any or 
all of the lawful objectives of a Federal 
association chartered under section 5 of the 
Home Owners’ Loan Act and to-exercise all 
of the express, implied, and incidental 
powers conferred thereby and by all acts 
amendatory thereof and supplemental therto, 
subject to the Constitution and laws of the 
United States as they are now in effect, or as 
they may hereafter be amended, and subject | 
to all lawful and applicable rules, regulations, 
and orders of the Federal Home Loan Bank 
Board (“Board”). 

Section 5. Capital stock. The total number 
of shares of all classes of the capital stock 


‘ which the association has the authority to 


issue is = , all of which shall be common 
stock of par [or if no par is specified then 
shares shall have a stated] value of 

per share. The shares may be issued from 
time to time as authorized by the board of 
directors without the approval of its 
stockholders, except as otherwise provided in 
this Section 5 or to the extent that such 
approval is required by governing law, rule, 
or regulation. The consideration for the 
issuance of the stock shall be paid in full 
before its issuance and shall not be less than 
the par [or stated] value. Neither promissory 
notes nor future services shall constitute 
payment or part payment for the issuance of 
stock of the association. The consideration 
for the stock shall be cash, tangible property 
(to the extent direct investment:in such 
property would be permitted to the 
association), labor, or services actually 
performed for the association, or any 
combination of the foregoing. In the absence 
of fraud, the value of such property, labor, or 
services, as determined in good faith by the 
board of directors of the association, shall be 
conclusive. Upon payment of such 
consideration, such stock shall be deemed to 
be fully paid and nonassessable. In the case 
of a stock dividend, that part of the retained 
earnings of the association which is 
transferred to common stock or paid-in 
capital accounts upon the issuance of stock 
as a stock dividend shall be deemed to be the 
consideration for their issuance. 

Except for stock issued in the initial 
organization of the association or in the 
conversion of the association from the mutual 
to stock form, no shares of capital stock 
(including shares issuable upon conversion, 
exchange, or exercise of other securities) 
shall be issued, directly or indirectly, to 
officers, directors, or beneficial owners of ten 
percent or more of any class of capital stock 
of the association ouger than as part of a 
general public offering or as qualifying stock 
to a director, unless the issuance or the plan 
under which they would be issued has been 
approved by a majority of the total votes 
eligible to be cast at legal meeting. 

The holders of the common stock shall 
exclusively possess all voting power. Each 
holder of shares of common stock shall be 
entitled to one vote for each share held by 
such holder, exceptas to the cumulation of 
votes for the election of directors, unless the 
charter otherwise provides that there shall be 
no such cumulative voting. In the event of 
any liquidation, dissolution, or winding up of 
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the association [and subject to any provision 
for a liquidation account}, the holders of the 
common stock shall be entitled; after 
payment or provision for payment of all debts 
and liabilities of the association, to receive 
the remaining assets of the association 
available for distribution, in cashor in kind. 
Each share of common stock shall have the 
same relative rights.as and be identical in all 
respect with all the other shares of common 
stock. 

Section 6. Preemptive rights. Holders of the 
capital stock.of the association shall not be 
entitled to preemptive rights with respect to 
any stock of the association which may be 
issued. 

Section 7. Directors. The association shall 
be under the direction.of a beard of directors. 
The authorized number of directors, as stated 
in the association's bylaws, shall not'be 
fewer than five nor more than fifteen except 
when a greater number is approved by the 
Board or its delegate. 

Section 8. Amendment of charter. Except as 
provided in Section 5, no amendment, 
addition, alteration, change, deletion to or 
repeal of this charter shall be made, unless 
such is first proposed by the board.of 
directors of the association, then 
preliminarily approved by the Board, which 
preliminary approval may be granted by the 
Board pursuant to regulations specifying 
preapproved charter amendments, and 
thereafter approved by the stockholders by a 
majority of the total votes eligible to be cast 
at a legal meeting, unless a higher vote is 
otherwise required. Any amendment, 
addition, alteration, change, deletion to or 
repeal so acted upon'shall be effective upon 
filing with the Board in accordance with 
regulatory procedures or on such other date 
as the Board may specify in its preliminary 
approval. 

Attest: ; 

Secretary. of the Association. 

By; ————_—__, 

President or Chief Executive Officer of the 
Association. 

Attest: . 

Secretary to the Board. 


By: Federal Home Loan Bank Board. 


Effective date: 


§ 543.4 Preapproved charter amendments. 
This section constitutes preliminary 
approval by the Board of proposals to 
stockholders by the board of directors of 
any Federal stock ass@®iation, for the 
adoption.or deletion of any of the 
following amendments to such 
association's charter, including the 
adoption of the Federal stock charter as 
set forth in § 543.3(d) of this Part: 
Provided, that the association follows 
the requirements of its charter in 
adopting the amendments, and Provided 
further, that where a paragraph specifies 
wording for an amendment, such 
amendment uses:the exact wording as 
specified in that paragraph. Citations to 


charter sections refer to the charter set 
forth at § 543.3(d) of this Part. 

(a) Title change. A Federal stock 
association may amend its charter by 
substituting anew corporate title upon 
satisfaction of the requirements of this 
paragraph. Prior to submitting the 
proposed amendment to its 
stockholders, the association must file 
with the Supervisory Agent a written 
notice setting forth the proposed title. 
The Supervisory Agent shall provide to 
the association a timely written 
acknowledgement of receipt. If, within 
30 days of receipt of notice, the 
Supervisory. Agent does-not notify the 
association of his objection onthe 
grounds’ set forth in: §.542.2’of this 
Subchapter, the associationmay change 
its title by amending its charter in 
accordance with §.543.5({b) of this: Part 
and the amendment provisions of its 
charter, except that.an association may 
change its title to imdicate that it isa 
Federal savings bank, and an 
association chartered as.a Federal 
savings bank may change its title to 
indicate.that it.is.a'Federal savings and 
loan association, only pursuant to 
paragraph (c) of this-section. 

(b) Change of location: A.Federal 
stock association. that! has:complied with 
§ 545.95.0f this Subchapter may amend 
its charter by substituting a new home 
office in sectiom 2. 

(c) Savings bank.charter: A Federal 
stock savings:and loan association may 
amend its:charter to read in the form of 
a Federal stock.savings bank charter as 
specified in. §:543.3(c) of this Part and a 
Federal stock saving bank may amend 
its charter to read-in:the form ofa 
Federal stock savings-and loan 
association charter: Provided, that such 
association complies. with the 
requirements of $546.10 of this 
Subchapter. 

(d) Number of shares of stock and par 
value. A Federal association may amend 
section 5-ef-its.charter to change the 
number of authorized shares of stock, 
the number of shares within each class 
of stock, and the par or stated value of 
such stock. 

(e) Preferred stock. A Federal stock 
association may amend its charter by 
revising Section.5.to read as follows: 


Section 5. Captial stock. The total number 
of shares of stock of‘all classes of the capital 
stock which the association has the-authority 
to issue is , of which shall be 
common stock of par for if no par value is 
specified, the stated] value of per 
share and of which {list the number of'each 
class-of preferred andthe par or stated value 
per stock ofeach such class}: The stock may. 
be issued from time to time as‘authorized by 
the board of:directors without further 
approval of stockholders, except as-otherwise 


provided in this Section 5 or to the extent that 
such approval is:required’by governing law, 
rule, orregulation. The consideration for the 
issuance of thestock shall be paid in full 
before its issuance and:shall not be less.than 
the par [or stated] value. Neither promissory 
notes nor future services shall constitute 
payment or part payment for the issuance of 
stock of the association. The consideration 
forthe stock shall be-cash, tangible property 
(to the extent'direct investment in such 
property: would: be permitted to the 
association), labor, or services actually 
performed for the association, or any 
combination of the foregoing. Inthe absence 
of fraud, the value of such property, labor, or 
services, as determined in good faith by the 
board of directors of the association, shall be 
deemed tobe fully paid and non-assessable. 
In the case of stock a dividend, that part of 
the retained earnings of the association 
which is transferred to paid-in capital upon 
the issuance of stock as.a stock dividend 
shall be deemed.to-be the consideration for 
its issuance: 

Except for stock issued in the initial 
organization of the association or in the 
conversion of the association from the mutual 
to the stock form, no shares of capital 
(including stock issuable upon conversion, 
exchange, or exercise, or other securities) 
shall be issued, directly or indirectly, to 
officers, directors, or beneficial owners of ten 
percent or more of any class of capital stock 
of the-association.other than as.part of a 
general public offéring or.as qualifying stock 
to a director, unless the issuance. of such 
stoek or the plan under which it would be 
issued has been approved by a majority of 
the total votes eligible to be cast at a legal 
meeting. 

Nothing contained in this: Section 5 (or in 
any supplementary. section hereto) shall 
entitle-the holders of any class of or series of 
capital stock.to vote as a separate class.or 
series. or to more than one vote per share, 
except’as to the cumulation of votes for the 
election of directors, unless the charter 
otherwise provides that there shall. be no 
such cumulative voting: Provided, that this 
restriction on voting separately by class or 
series shall not apply: 

(i) Tovany provison which would authorize 
the holders of preferred stock, voting-as a 
class or series, to elect members of the board 
of directors constituting fewer than a 
majority thereof, in the event of default in the 
paymentiof‘dividends on any class or series 
of preferred stock; 

(ii) To any provision which would require 
the*holders.of preferred'stock, voting asa 
class or series, to approve the merger or 
consolidation of the association with another 
corporation or the sale, lease, or conveyance 
(other than by mortgage or pledge) of 
properties:or business exchange for securities 
of a corporation other than the association if 
the preferred stock is exchanged or securities 
of such other:corporation: Provided, that no 
provision may, require-such approval for 
transactions undertaken with the assistance 


- or.pursuant to the direction of the Federal 


Savings and Eoan Insurance Corporation; 
(iii) To any amendment which would 


adversely change-the specific terms of any 
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class or series of capital stock as set forth in 
this section 5 (or in any supplementary 
sections thereto), including any amendments 
which would create or enlarge any class or 
series ranking prior thereto in rights and 
preferences. An amendment which increases 
the number of authorized shares of any class 
or series of capital stock, or substitutes the 
surviving association in a merger or 
consolidation for the association, shall not be 
considered to be such an adverse change. 

A description of the different classes and 
series (if any) of the associaiton’s capital 
stock and a statement of the designation, and 
the relative rights, preferences and 
limitations of the shares of each class of and 
series (if any) of capital stock are as follows: 

A. Common stock. Except as provided in 
this Section 5 (or in any supplmentary 
sections thereto), the holders of the common 
stock shall exclusively possess all voting 
power. Each holder of shares of common 
stock shall be entitled to one vote for each 
share held by such holder, except as to the 
cumulation of votes for the election of 
directors; unless the charter otherwise 
provides that there shall be no such 
cumulative voting. 

Whenever there shall have been paid, or 
declared and set aside for payment, to the 
holders of the outstanding shares of any class 
of stock having preference over the common 
stock as to the payment of dividends, the full 
amount of dividends and of sinking fund, 
retirement fund, or the retirement payments, 
if any, to which such holders are respectively 
entitled in preference to the common stock, 
then dividends may be paid on the common 
stock and on any class or series of stock 
entitled to participate therewith and to 
dividends out of any assets legally available 
for the payment of dividends. 

In the event of any liquidation, dissolution, 
or winding up of the association, the holders 
of the common stock (and the holders of any 
class or series of stock entitled to participate 
with the common stock in the distribution of 
assets) shall be entitled to receive, in cash or 
in kind, the assets of the association 
available for distribution remaining after: (i) 
Payment or provision for payment of the 
association's debts and liabilities; (ii) 
distributions or provision for distributions to 
holders of any class or series of stock having 
preference over the common stock in the 
liquidation, dissolution, or winding up of the 
association. Each share of common stock 
shall have the same relative rights as and be 
identical in all respects with all the other 
shares of common stock. 

B. Preferred Stock. The association may 
provide in supplementary sections to its 
charter for one ar more classes of preferred 
stock, which shall be separately designated 
so as to distinguish the stock thereof from the 
stock of all other series and classes. The 
terms of each series shall be set forth in a 
supplementary section to the charter. All 
shares of stock of the same class shall be 
identical except as to the following relative 
rights and preferences, as to which there may 
be variations between different series: —~ 

(a) The distinctive serial designation and 
the number of shares of stock constituting 
such series; 

(b) The dividend rate.or the amount of 
dividends to be paid on the shares of stock of 


such series, whether dividends shall be 
cumulative and, if so, from which datefs}, the 
payment date(s) for dividends, and the 
participating or other special rights, if any, 
with respect to dividends; 

(c) The voting powers, full or limited, if 
any, of shares of stock of such series; 

(d) Whether the shares of stock of such 
series shall be redeemable and, if so, the 
price(s) at which, and the terms and 
conditions on which, such stock may be 
redeemed; 

(e) The amount(s) payable upon the shares 
of stock of such series in the.event of 
voluntary or involuntary liquidation, 
dissolution, or winding up of the association; 

(f} Whether the shares of stock of such 
series shall be entitled to the benefit of a 
sinking or retirement fund to be applied to the 
purchase or redemption of such stock, and if 
so entitled, the amount of such fund and the 
manner of its application, including the 
price(s) at which such stock may be 
redeemed or purchased through the 
application of such fund; 

(g) Whether the shares of stock of such 
series shall be convertible into, or 
exchangeable for, shares of stock of any 
other class or classes of stock of the 
association and, if so, the conversion price(s) 
or the rate(s) of exchange, and the 
adjustments thereof, if any, at which such 
conversion or exchange may be made, and 
any other terms and conditions of such 
conversion or exchange; 

(h) The price or other consideration for 
which the shares of stock of such series shall 
be issued; and 

(i) Whether the shares of stock of such 
series which are redeemed or converted shall 
have the status of authorized but unissued 
shares of serial preferred stock and whether 
such shares of stock may be reissued as 
shares of the same or any other series of 
serial preferred stock. 

Each share of stock of each series of serial 
preferred stock shall have the same relative 
rights and be identical in all respect with all 
the other shares of stock of the same series. 

Except as otherwise provided in this 
Section 5, the board of directors shall have 
authority by resolution or resolutions from 
time to time adopted to divide, by the 
adoption of supplementary charter sections, 
any authorized class of preferred stock into 
series, and, within the limitations set forth in 
this section and the articles of incorporation, 
fix and determine the relative rights and 
preferences of the shares of any series so 
established. 

Prior to the issuance of any preferred stock 
of a series established by a supplementary 
charter section adopted by the board of 
directors, the association shall file with the 
Supervisory Agent, the Office of General 
Counsel and with the Secretary to the Board 
a dated copy of that supplementary section of 
this charter establishing and designating the 
series and fixing and determining the relative 
rights and preferences thereof. 


(f) Limitations on subsequent 
issuances. A Federal stock association 
may amend its charter to require 
stockholder approval of the issuance or 
reservation of common stock or 
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securities convertible into common 
stock under circumstances which would 
require stockholder approval under the 
rules of the New York Stock Exchange 
ox the American Stock Exchange if the 
stock were then listed on the New York 
or American Stock Exchanges, or to 
insert in the second paragraph of section 
5 before the word “unless” the 
following: “or shares of common stock 
exceeding fifteen percent of the total 
number of stock than outstanding,” 

(g) Anti-takeover provisions following 
conversion. A Federal stock association 
that has converted to the stock from 
pursuant to Part 563b may amend its 
charter by renumbering existing sections 
as appropriate and adding a new section 
8 as follows: 


Section 8. Certain Provision Applicable for 
Five Years. Notwithstanding anything 
contained in the association's charter or 
bylaws to the contrary, for a period of 
[specify period up to five years from the date 
of completion of the conversion of the 
association from mutual to stock form], the 
following provisions shall apply: 

(A) Beneficial Ownership Limitation. No 
person shall directly or indirectly offer to 
acquire or acquire the beneficial ownership 
of more than ten percent of any class of an 
equity security of the association. This 
limitation shall not apply to a transaction in 
which the association forms a holding 
company without change in the respective 
beneficial ownership interests of its 
stockholders other than pursuant to the 
exercise of any dissenters’ appraisal rights, or 
to the purchase of stock by underwriters in 
connection with an offering of the 
association’s equity securities. 

In the event stock is acquired in violation 
of this section 8, all stock beneficially owned 
by any person in excess of ten percent shall 
be considered “excess stock” and shall not 
be counted as stock entitled to vote and shall 
not be voted by any person or counted as 
voting shares in connection with any matters 
submitted to the stockholders for a vote. 

For purposes of this section 8, the following 
definitions apply: 

(a) The term “person” includes an 
individual, a group acting in concert, or any 
“company” as defined in § 574.2(e). 

(b) The term “offer” includes every offer to 
buy or otherwise acquire, solicitation of an 
offer to sell, tender offer for, or request for 
invitation for tenders of, a security or interest 
in asecurity forvalue.  . 

(c) The term “acquire” includes every type 
of acquisition, whether effected by purchase, 
exchange, operation or law or otherwise. 

(d) The term “acting in concert” means (a) 
knowing participation in a joint activity or 
conscious interdependent parallel action 
towards a common goal whether or not 
pursuant to an express agreement, or (b) a 
combination or pooling of voting or other 
interests in the securities of an issuer for a 
common purpose pursuant to any contract, 
understanding, relationship, agreement or 
other arrangement, whether written or 
otherwise. 





(B) Cumulative Voting Limitation. 
Stockholders shall not be permitted to 
cumulate their-votes for election ofdirectors. 

(C) Cal for Special Meetings. Special 
meetings of stockhelders relating to changes 
in control of the-association or amendments 
to its charter shall be called only upon 
direction: of the board of directors. 


(h) Cumulative. voting. A Federal 
stock association may amend its charter 
by substituting the following sentence 
for the second’sentence in the third 
paragraph of Section 5: “Each holder of 
shares of common stock shall be entitled 
to one vote for each share held by such 
holder and there shall be no right to 
cumulate votes in an election of 
directors.” 

(i) Preemptive rights. A Federal stock 
association may amend its charter by 
substituting the following language as a 
new Section’6: “Each holder of the 
capital stock of the association shall be 
entitled to. preemptive rights: with 
respect to any stock of the association 
which may be issued.” 


§ 543.4-1 Additional charter provisions. 

After a Federal stock charter is 
issued, the board of directors of a 
Federal stock association may request 
perliminary approval of additional 
charter provisions not listed in § 543.3 or 
§ 543.4; Provided, that any such 
provision. must be consistent. with 
applicable statutes, regulations. and 
Beard policies; and Provided further 
that any such provision having the effect 
of rendering more difficult a change in 
control of the association which requires 
for any corporate actions (other than the 
election or removal of directors), the 
affirmative vote of a larger percentage 
of stockholders. than-is required by this 
Part,.including approval of the 
transaetiiias involving certain 
stockholders, shall not be effective 
unless adopted by a percentage of 
stockholder vote at least equal to the 
highest percentage that would be 
required to take any action under such 
provision. 


§543.5 Procedures for obtaining Board 
approval of charter amendments. 

(a) Procedure for obtaining 
preliminary. approval of charter 
amendments. Preliminary approval is 
the approval required before submitting 
charter amendments to a vote of the 
stockholders. Adoption or deletion of 
any of the provisions set forth at § 543.3 
or § 543.4 of this Part are granted 
preliminary approval. The board of 
directors of a Federal stock association 
may request.preliminary approval of 
amendments to the association's Federal 
stock charter not listed in § 543.3 or 
543.4 by filing with the Office of General 


Counsel, with a copy. to the Supervisory 
Agent, a certified resolution of the board. 
of directors.of the association proposing 
the amendment and setting forth the text 
of the amendment. Any such provision 
must be consistent with applicable 
statutes, regulations and Board policies. 
In addition, if the effect of the proposed 
amendment would be to render more 
difficult a change in control of the 
institution, the filing shall include an 
opinion, acce to the Board, of 
counsel in from the 
association, demonstrating that the 
proposed charter provision is consistent 
with applicable statutes, regulations and 
Board policies and indicating whether 
such a provision would be permissible 
for a corporation incorporated under the 
laws of Delaware. Any amendment.not 
consistent with statutes, regulations or 
policies of the Board need not be 
approved by the Board or its delegate, 
regardless of their purported 
permissibility under state law. The 
Board's General Counsel or his designee 
has delegated authority to make 
determinations under this section and 

grant or deny the preliminary approval 
of the Board for amendments to Federal 
stock of the Board for amendments to 
Federal stock charters or to Charles S-or 
T. Upon making any such determination, 
the General Counse! shall notify the 
Supervisory Agent who shall forward a 
copy of that determination to the 
association. 

(b) Procedures for obtaining final 
approval of amendments: Whenever a 
Federal stock association whose charter 
specifies thaf'amendments shall be 
effective upon filing completes the 
procedures necessary to amend its 
charter, or adds supplementary sections 
thereto, the association shall submit 
three signed copies of such amendment, 
along with a certification by the 
secretary of the association that the 
amendment has been validly authorized 
and approved, to the Supervisory Agent, 
who shall return to the association a 
signed copy of the charter amendment 
stamped to demonstrate its filing and 
forward one copy to the Board's Office 
of District Banks. Such filing shall 
constitute filing with the Board for 
purposes of determining the 
effectivenessofthe amendment.A_ - 
Federal stock association whose charter 
provides that any amendment shall be 
effective on the date it receives final 
approval of the Board’ shall be deemed 
to have obtained such final approval on 


’ the date it files a copy of the properly 


adopted amendment with the 
Supervisory Agent in the manner 
specified in the first sentence of this 
paragraph (b). 
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§ 543.6 Reissuance of charter. 


A Federal stock association that has 
amended its charter may apply to-have 
its charter, including any amendments 
thereto, reissued by the Board by filing 
three executed copies, with the- 
signatures.required under § 543.3 of this 
Part, with the Board's Office of District 
Banks, with such supporting documents 
as are needed to demonstrate that the 
amendments were properly adopted. 
Supporting documents shall include 
copies. of the letters granting preliminary 
approval of the ame and 
certifications regarding the vote of 
stockholders. The Board delegates to the 
General Counsel or his: designee 
authority to sign on its behalf charters 
submitted for reissuance pursuant’ to 
this paragraph. Following attestation by 
the Secretary to the Board or his 
designee, a copy shall be returned to the 
association with copies forwarded to the 
Supervisory Agent and Office of District 
Banks: 


§ 543.7 Bylaws. 

(a) General. At its first meeting 
following election by the stockholders, 
the board of directors of a Federal stock 
association. shall adopt a set of bylaws 
for the administration and reguiation of 
its.affairs. Except as otherwise provided 
in thissectiom or in the charter, bylaws 
may be-adopted, amended, or repealed 
by eithera majority of the votes cast by 
the stockholders at a legal meeting or a 
majority of the board of directors. The 
bylaws shall contain sufficient 
provisions to govern the association in 
accordance: with the requirements of 
§§ 543.8 through 543.13 of this Part. 

(b) Permissible bylaws. The bylaws 
and all amendments thereto shall not 
contain any provision that is 
inconsistent with §§ 543.8 through 543.14 
of this. Part or with other applicable 
laws, rules, regulations, or the policies 
underlying such rules; or with the 
charter of the association. Bylaw 
provisions that adopt the language of 
the Model Bylaws set out in the 
Appendix to this Part shall be deemed to 
comply, with the requirements of this 
section. 

(c) Effectiveness. Bylaws and 
amendments.thereto that adopt the 
wording of the Model Bylaws in the 
Appendix shall be effective upon filing 
with-the Supervisory Agent along-with a 
statement that such provisions conform 
to the Model Bylaws. Bylaws and 
amendments that do not adopt the 
wording of the Model: Bylaws shall not 
be effective unless approved by the 
Supervisory Agent. Approval by the 
Supervisory Agent'shall constitute the 
approval of the Board for associations 
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whose bylaws require such approval for 
amendment. The Supervisory Agent 

- shall not accept any bylaws or 
amendments thereto for filing not 
conforming to the Model Bylaws unless 
accompanied by an opinidn of counsel 
independent from the association that 
such bylaws or amendments conform to 
the requirements of paragraph [b) of this 
section. Notwithstanding anything in 
this section, however, no bylaw 
provision whose effect would be to 
render more difficult a change in control 
of the institution or which adversely 
affects the ability of stockholders to 
participate in the governance of the 
institution shall be effective unless such 
bylaw or amendment has been approved 
by the General Counsel or his designee. 
Any such provision must be filed with 
the Office of General Counsel together 
with an opinion, acceptable to the 
Board, of counsel independent from the 
association, demonstrating that the 
proposed provision is consistent with 
applicable statutes, regulations and 
Board policies and indicating whether 
such provision would be permissible for 
a corporation incorporated under the 
laws of Delaware. The General Counsel 
may condition approval on the favorable 
vote of the stockholders or such other 
conditions as he may deem appropriate. 

{d} Procedure. Three copies of all 
bylaws and amendments thereto shail 
be filed with the Supervisory Agent with 
a copy of any required legal opinion and 
a certification from the secretary of the 
association stating such bylaws or 
amendments thereto were adopted by 
resolution of the board of directors or 
stockholders by the requisite vote. Upon 
approval the-Supervisory Agent shall 
return one copy to the association, and 
forward one copy to the Board's Office 
of District Banks, except that with 
respect to bylaws.requiring the approval 
of the General Counsel, the association 
shall file two copies with the General 
Counsel and one copy with the 
Supervisory Agent and upon approval 
the General Counsel shall return one 
copy to the Supervisory Agent who shall 
notify the association. 

§ 543.8 Effect of subsequent charter or 
bylaw change amendment. 

Notwithstanding any subsequent 
change to its charter or bylaws, the 
authority of a Federal stock association 
to engage in any transaction shall be 
determined only by the association's 
charter or bylaws then in effect, unless 
otherwise provided by federal law or 
regulation. 
$543.9 Stockholder meetings. 

{a} Stockholder meetings. An annual 
meeting of the stockholders of the 
association for the election of directors 
and for the transaction of any other 


business of the association shall be held 
annually within 150 days after the end 
of the association's fiscal year. Special 
meetings of the stockholders may be 
called by the board of directors or as set 
forth in the charter or in the bylaws, on 
the request of the holders of a 
percentage of the total shares of stock 
entitled to vote at the meeting, provided 
that such percentage shall not exceed 25 
percent, or by such other persons as 
may be specified in the bylaws of the 
association as entitled to call special 
ameetings. All annual and special 
meetings of stockholders shall be held at 
such places as the beard of directors 


’ may determine in the state in which the 


association has its principal place of 
business or in which the association 
maintains branches. 

{b) Notice of stockholder meetings. A 
Federal association shall provide 
written notice of each stockholders’ 
meeting setting forth the place, day, and 
hour of the meeting and the purpose or 
purposes for which the meeting is called. 
Such notice shall be delivered not fewer 
than 20 nor more than 50 days before the 


' date of the meeting, either personally or 


by mail, by or at the direction of the 
chairman of the board, president, 
secretary, or directors, or other persons 
calling the meeting, to each stockholder 
of record entitled to vote at such 
meeting. If mailed, such notice shall be 
deemed to be delivered when deposited 
in the United States mail, proper postage 
prepaid, and addressed to the 
stockholder at the address appearing on 
the stock transfer books or records of 
the association as of the record date 
prescribed in paragraph (c) of this 
section, Provided, that such mailing is 
conducted in a manner designed to 
ensure delivery within a resonable time. 
When any stockholders’ meeting. either 
annual or special, is adjourned for 30 
days or more, notice of the adjourned 
meeting shall be given as in the case of 
an original meeting. Notwithstanding 
anyting in this section, however, a 


Federal stock association wholly owned ~ 


by a holding company, {disregarding any 
required qualifying shares of directors}, 
shall not be subject to the stockholder 
notice requirement. 


{c} Fixing of record dates. For the 
purpose of determining stockholders 
entitled to notice of or to vote at any 
meeting of stockholders or any 
adjournment thereof, or stockholders 
entitled to receive payment of any 
dividend, orin order to make a 
determination of stockholders for any 
other proper purpose, the board of 
directors shall fix in advance a date as 
the record date for any such 
determination of stockholders. Such 
date in any case shall not be more than 


50 days and, in case of a meeting of 
stockholders, no fewer than 20 days 
prior to the date on which the particular 
action, reguiring such determination of 
stockholders, is to be taken. When a 
determination of stockholders entitled to 
vote at any meeting or stockholders has 
been made as provided in this section, 
such determination shall apply to any 
adjournment thereof. 


(d) Voting lists. (1) A Federal stock 
association, at least 20 days before each 
meeting of the stockholders, shall direct 
the officer or agent having charge of the 
stock transfer books for stock of the 
association to make available a 
complete list of the record stockholders 
entitled to vote at such meeting or any 
adjournment thereof, and including the 
names of any beneficial owners 
furnished to the association pursuant to 
rules of the Securities and 
Commission, arranged in alphabetical 
order, with the address and the number 
of shares of stock held by each. This list 
of stockholders shall be kept on file at 
the home office of the association and 
shall be subject to inspection, for any 
purpose germane to the meeting, by any 
stockholder of record or such 
stockholder’s agent, at any time during 
usual business hours, for a period of 20 
days prior to such meeting. Such list 
shall also be produced and kept epen at 
the time and place of the meeting and 
shall be subject to the inspection of any 
stockholder of record or the 
stockholder’s agent during the entire 
time of the meeting. The original stock 
transfer book shall constitute prima 
facie evidence of the stockholders 
entitled to examine such list or transfer 
books or to vote at any meeting of 
stockholders. Notwithstanding anything 
in this section, however, a Federal stock 
association wholly owned by a holding 
company {disregarding any required 
qualifying shares of directors), shall not 
be subject to the voting list disclosure 
requirements. 


(2) In lieu of making the stockholder 
list available for inspection by any 
stockholder as provided in this section, 
the board of directors may perform such 
acts as required by paragraphs (a) and 
(b) of Rule 14a-7 of the General Rules 
and Regulations under the Securities 
Exchange Act of 1934 as may be duly 
requested in writing, with respect to any 
matter which may be properly 
considered at a meeting of stockholders, 
by any stockholder who is entitled to 
vote on such matter and who shall 
defray the reasonable expenses to be 
incurred by the association in 
performance of the act or acts required. 


{e) Stockholder quorum. A majority of 
the outstanding stock of the association 





entitled to vote, represented in person or 
by proxy, shall constitute a quorum at a 
meeting of stockhodlers. The 
stockholders present at a legal meeting 
may continue to transact business until 
adjournment, notwithstanding the 
withdrawal of enough stockholders to 
leave less than a quorum. If a quorum is 
present, the affirmative vote of the 
majority of the shares of stock 
represented at the meeting and entitled 
to vote on the subject matter shall be the 
act of the stockholders, unless the vote 
of a greater number of stockholders 

~ voting together or voting by classes is 
required by law of the charter. 

(f) Nominations. The board of 
directors or a committee of directors 
appointed by a majority of directors 
shall act as a nominating committee for 
selecting the management nominees for 
election as directors. Except in the case 
of a nominee substituted as a result of 
the death or other incapacity of a 
management nominee, the nominating 
committee shall deliver written 
nominations to the secretary at least 20 
days prior to the date of the annual 
meeting. No nominations for directors 
except those made by the nominating 
committee shall be voted upon at the 
annual meeting unless other 
nominations by stockholders of record 
are made in writing and delivered to the 
secretary of the association. Such 
nominations by stockholders may be 
submitted until the later of (1) 10 days 
before the date of the annual meeting; 
(2) 10 days after a notice of the annual 
meeting and related proxy statement or 
information statement containing the 
names of management nominees is sent 
to stockholders; or (3) 10 days after 
management nominations are submitted 
tothe secretary of the association. 
Ballots bearing the names of all persons 
nominated by the nominating committee 
and by stockholders shall be provided 
for use at the annual meeting. However, 
if the nominating committee shall fail or 
refuse to act at least 20 days prior to the 
annual meeting, nominations for 
directors may be made at the annual 
meeting by any stockholder of record 
and shall be voted upon. 

(g) New business. Any new business 
to be taken up at the annual meeting 
must be stated in writing by a 
stockholder of record and filed with the 
secretary of the association at least ten 
days before the date of the annual 
meeting, and all business so stated, 
proposed, and filed shall be considered 
at the annual meeting; and no other 
proposal shall be acted upon at the 
annual meeting. Any stockholder of 
record may make any other proposal at 
the annual meeting and the same may, 


but need not, be discussed and 
considered, but unless stated in writing 
and filed with the secretary at least ten 
days before the meeting, such proposal 
shall be laid over for action at an 
adjourned, special, or next annual 
meeting of the stockholders taking place 
30 days or more thereafter. This 
provision shall not prevent the 
consideration and approval or 
disapproval at the annual meeting of 
reports of officers, directors, and - 
committees; but in connection with such 
reports, no new business shall be acted 
upon at such annual meeting unless 
stated and filed as provided in this 
section. 

(h) Informal action by stockholders. If 
the bylaws of the association.so 
provide, any action required to be taken 
at a meeting of the stockholders, or any 
other action which may be taken at a 
meeting of stockholders, may be taken 
without a meeting if consent in writing, 
setting forth the action so taken, shall be 
given by all of the stockholders entitled 
to vote with respect to the subject 
matter. The record date for determining 
stockholders entitled to consent to such 
action without a meeting shall be the 
date on which the first written consent 
is given. 

§ 543.9-1 Stockholder voting. 

(a) Proxies. At all meetings of 
stockholders, a stockholder may vote in 
person or by a duly authorized attorney 
in fact. Proxies may be given 
telephonically or electronically as long 
as the holder uses a reasonable 
procedures, determined to be acceptable 
by the General Counsel or his designee, 
for identifying the stockholder. 
Notwithstanding § 569.3(b) of this 
Subchapter, a proxy may designate as 
holder a corporation, partnership, 
company as defined in Part 574 or other 
person. Proxies solicited on behalf of the 
management shall be voted as directed 
by the stockholder or, in the absence of 
such direction, as determined by a 
majority of the board of directors. No 
proxy shall be valid more than eleven 
months from the date of its execution 
except for a proxy coupled with an 
interest. 

(b) Stock controlled by association 
and others. (1) Neither treasury shares 
of its own stock held by the association 
nor stock held by another company, if 
such other company is controlled by the 
association as defined in Part 574 of this 
Chapter, shall be voted at any meeting 
or counted in detetmining the total 
number of outstanding shares at any 
given time for purposes of any meeting. 

(2) Stock standing in the name of 
another corporation, domestic or 
foreign, may be voted by such officer, 
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agent or proxy as the bylaws of such 
other corporation may prescribe, or, in 
the absence of such provision, as the 
board of directors of such other 
corporation may determine. 

(3) Stock held by an administrator, 
executor, guardian or conservator may 
be voted by him, either in person or by 
proxy, without a transfer of such stock 
into his name. Stock standing in the 
name of a trustee may be voted by him, 
either in person or by proxy, in 
accordance with the terms of the trust 
agreement, but no trustee shall be 
entitled to vote stock held by him 
without a transfer of such stock into his 
name. 

(4) Stock standing in the name of a 
receiver may be voted by such receiver, 
and shares held by or under the control 
of a receiver may be voted by such 
receiver without the transfer thereof into 
the receiver's name if authority to do so 
is contained in an appropriate order by 
which receiver was appointed. 

(5) A stockholder whose stock is 
pledged shall be entitled to vote such 
stock until the stock has been 
transferred into the name of the pledgee, 
and thereafter the pledgee shall be 
entitled to vote the stock go transferred. 

(c) Cumulative voting. Unless 
otherwise provided in the association's 
charter, every stockholder entitled to 
vote at.an election for directors shall 
have the right to vote, in person by 
proxy, the number of shares of stock 
owned by the stockholder for as'many 
persons as there are directors to be 
elected and for whose election the 
stockholder has a right to vote, or to 
cumulate the votes by giving one 
candidate as many votes as the number 
of such directors to be elected multipled 
by the number of shares of stock shall 
equal, or by distributing such votes on 
the same principle among any number of 
candidates. 


§ 543.9-2 Voting trusts among 
stockholders. 

Any number of stockholders of an 
association may create a voting trust for 
the purpose of conferring upon a trustee 
or trustees the right to vote or otherwise 
represent their stock, for a period not to 
exceed ten years, by entering into a 
written voting-trust agreement 
specifying the terms and conditions of 
the voting trust, by depositing a 
counterpart of the agreement with the 
association at its home office, and by 
transferring their stock to such trustee or 
trustees for the purposes of the 
agreement. Such trustee or trustees shan 
keep a record of the holders of voting- 
trust certificates evidencing a beneficial 
interest in the voting-trust, giving the 





Federal Register { Vol. 50, No. 247 /. Twesday, December 24, 1985 / Proposed Rules 


names and addresses of all such holders 
and the number and claim of the stock 
in respect of which the voting-trust 
certificates held by each are issued, and 
shall.depgsit a copy of such record with 
the association's secretary. The 
counterpart of the voting-trust 
agreement and the copy.of such record 
so deposited with the association shall 
be subject to the same right of 
examination by a stockholder of the 

. association, in person or by agent, as 
are the books and records of the 
association, and such counterpart and 
such copy of such record shall be 


subject to examination by any holder of © 


record of voting-trust certificates, either 
in person or by agent at any reasonable 
time for any proper purpose. 


$543.9-3 Books and records; stockholder 
access. 

(a) Generali. Books, records and 
minutes may be in written from or in 
any other form capable of being 
converted into written form within a 
reasonable time. Each Federal stock 
association shall: {1} keep correct and 


complete books and records of accounts - 


which, in reasonable detail, accurately 
reflect the transactions and dispositions 
of assets of the association; (2) devise 
and maintain a system of internal 
accounting controls sufficient to provide 
reasonable assurance that: 

(i) Transactions are executed in 
accordance with management's general 
or specific authorization; 

(ii) Transactions are recordedas 
necessary to permit preparation of 
financial statements in conformity with 
generally accepted accounting principles 
or any other criteria applicable to such 
statements, and to maintain 
accountability for assets; 

(iii) Access to assets is permitted only 
in accordance with management's 
general or specific authorization; and 

{iv) The recorded accountability for 
assets is compared with existing assets 
at reasonable intervals and appropriate 
action is taken with respect to any 
differences; 

(3} Keep minutes of proceedings of its 
stockholders, board of directors, and 
commitiees of directors; and {4} keep at 
its home office, or at the office of its 
transfer agent or registrar, a record of its 
stockholders, giving the names and 
addresses of all stockholders, and the 
number, class and series, if any, of the 
shares of stock held by each. 

(b) Hight to examine. Any stockholder 
or group of stockholders of a Federal 
stock association holding of record the 
number of voting stock of such 
association specified in this section, 
upon making written demand to the 
secretary of the association under oath 


and stating the purpose thereof, shall 
have the right to examine for any proper 
purpose, in person or by agent, at amy 
reasonable time or times, non- 
confidential portions of its books and 
records of accounts, minutes, voting 
trust agreements filed with the 
association, and record of stockholders, 
and to make extracts therefrom. A 
“proper purpose” shall mean a purpose 
reasonably related to such person's 
interest as a stockholder. Such right to 
examination is limited to a stockholder 
or group of stockholders holding of 
record (1) voting stock having a cost of 
not less than $100,000 or constituting not 
less than one percent of the total 
outstanding voting stock, provided in 
either case that such stockholder or 
group of stockholders have held of 
record such voting stock for a period of 
at least six months before making such 
written demand, or (2) not less than five 
percent of the total outstanding voting 
stock. No stockholder or group of 
stockholders of a Federal stock 
association shall have any other right 
under this section or common law to 
examine its books and records of 
account, minutes and record of 
stockholders, except as provided in 

§ 543.9(d) of this Part with respect to 
inspection of a list of stockholders, or in 
rules adopted pursuant to section 14 of 
the Securities Exchange Act for 
associations subject to such rules. 

(c) Denial of right to examine. The 
right to examination authorized by 
paragraph (b) of this section may be 
denied to any stockholder or group of 
stockholders upon the refusal of any 
stockholder or group of stockholders to 
furnish the association, its transfer agent 
or registrar an-affidavit that such 
stockholder has not within the five years 
preceding the date of the affidavit sold 
or offered for sale, and does not now 
intend to sell or offer for sale, any list of 
stockholders of the association, and that 
such stockholder has not within said 
five-year period assisted any person in 
procuring any list of stockholders for 
purposes of selling or offering for sale 
‘such list. A Federal stock association 
may deny a demand under paragraph ~ 
(b) if the requesting stockholder has 
improperly used any information 
secured through prior examination of the 


books and records of accounts, or 


minutes, or record of stockhelders or of 
holders of voting-trust certificates for 
stock of the association. 

(d) Confidentiality of records. 
Notwithstanding any provision of this 
section or common law, no stockholder, 
group of stockholders, or any other 
person shall have the right to obtain, 
inspect or copy any- portion of any 
books or records of a Federal stock 


52501 


association containing: {1} A list of 
depositors in or borrowers from such 
association; (2) their addresses; (3) 
individual deposit or loan balances or 
records; or {4) any data from which such 
information could be reasonably 
constructed. 

(e) Compelling inspection: If a Federal 
association or an agent or officer thereof 
refuses to permit an inspection sought 
by a stockholder or his agent or does not 
reply to the demand within 30.calendar 
days after the demand has been made, 
the stockholder may apply to a court 
having jurisdiction for an order to 
compel inspection. 


§ 543.9-4 Annual reports to stockholders: 


A Federal stock association shall, 
within 120 days after the end of its fiscal 
year, mail to each of its stockholders 
entitled to vote at its annual meeting an 
annual report containing financial 
statements the content of which satisfies 
the requirements of Rule 14a-3{b} under 
the Securities Exchange Act of 1934, as 
supplemented by Part 563c of this 
Chapter. Concurrently with such 
mailing, a certification of the mailing 
signed by the chairman of the board, the 
president or a vice president of the 
association, together with three copies 
of the report, shall be sent by the 
association to the Federal Home Loan 
Bank of which the association is a 
member. Notwithstanding anything in 
this section, however, a Federal stock 
association wholly owned by a holding 
company {disregarding any required 
qualifying stock of directors), shall not 
be subject to the requirement to provide 
an annual report to stockholders. 


$543.9-5 Stockholder derivative actions. 

(a) Right to bring an action. A 
stockholder of a Federal stock 
association may. bring an action to 
enforce a right of the association, 
provided that, no action shall be brought 
by a stockholder to enforce a right of a 
Federal stock association unless (1) the 
plaintiff was a holder of record of stock 
or of voting-trust certificates therefor. at 
the time of the transaction of which he 
complains, or his steck or voting-trust 
certificates thereafter developed upen 
him by operation of law from a person 
who was a holder of record at such time 
and (2) the Principal Supervisory Agent 
has appoved bringing the action. Any 
action shall include information as to 
the efforts, if any, made to obtain the 
action the stockholder desires from the 
board of directors and, if necessary, . 
from the stockholders, and the reason. 
for the failure to obtain such action or 
for not making the effort. 





(b) Payment of expenses. In any 
action hereafter instituted to enforce a 
right of any Federal stock association by 
the holder or holders of record of stock 
of such association or of voting-trust 
certificates therefor, the court having 
jurisdiction, upon final judgment and a 
finding that the action was brought 
without reasonable cause, may require 
the plaintiff or plaintiffs to pay to the 
parties named as defendant or the 
association if it has indemnified those 
parties, the reasonable expenses, 
including attorneys fees, incurred by 
them in the defense of such action. 

(c) Security for expenses. In any 
action instituted or maintained to 

_enforce a right of any Federal stock 
association the association on whose 
behalf such action is brought shall be 
entitled at any time before final 
judgment to require the plaintiff or 
plaintiffs to give security for the 
reasonable expenses, including 
attorneys fees, that may be incurred by 
the association in connection with such 
action or may be incurred by other - 
parties named as defendant for which 
the association may become legally 
liable. The amount of such security may 
from time to time be increased or 
decreased, in the discretion of the court, 
upon showing that the security provided 
has or may become inadequate or is 
excessive. The association shall have 
recourse to such security in such amount 
as the court having jurisdiction shall 
determine upon the termination of such 
action, whether or not the court finds 
the action was brought without 
reasonable cause. 


§ 543.10 Board of directors. 

(a) General. All corporate powers 
shall be exercised by or under authority 
of, and the business and affairs of a 
Federal stock association shall be 
managed under the director of, a board 
of directors. Directors need not be 
stockholders of the association unless 
the bylaws so require. A majority of the 
directors shall be “independent” as that 
term is defined in § 543.10-1(c)(2), 
except when.a majority of the voting 
stock of the association is owned by a 
holding company. The board of directors 
shall have authority to fix reasonable 
compensation of directors and authorize 
the reimbursement of expenses for 
actual attendance at any meeting of the 
Board or its committees. The board of 
directors shall annually elect a chairman 
of the board from among its members 
and shall designate the chairman of the 
board, when present, to preside at its 
meetings. 

(b) Performance of duties. (1) A 
director shall perform his duties as a 
director. including his duties as a 


member of any committee of the board 
upon which he may serve, in good faith, 
in a manner he reasonably believes to 
be in the best interest of the association, 
and with such care as a prudent person 
in a like position would use under 
similar circumstances. In performing his 
duties, a director shall be entitled to rely 
on information, opinion, reports or 
statements, including financial 
statements and other financial data, in 
each case prepared or presented by: 

(i) One or more officers or employees 
of the association whom the director 
reasonably believes to be reliable and 
competent in the matters presented, 

(ii) Counsel, public accountants or 
other persons as to matters which the 
director reasonably believes to be 
within such person's professional or 
expert competence, or 

(iii) A committee of the board upon 
which he does not serve, duly 


~ designated in accordance with a 


provision of the bylaws, as to matters 
within its designated authority, which 
committee the director reasonably 
believes to merit confidence, 

(2) However, a director shall not be 
considered to be acting in good faith if 
he has knowledge concerning the matter 
in question, or would have obtained 
such knowledge through the exercise of 
appropriate prudence and diligence, that 
would cause such reliance to be 
unwarranted. Reports should be 
reviewed by each director and verified, 
and if they appear questionable should 
not simply be accepted at face value. 

(c) Number and term. The board of 
directors shall consist of not fewer than 
five nor.more than fifteen members 
except where authorized by the Board, 


‘which number shall be specified in the 


bylaws. The directors shall be divided 
into three classes as nearly equal in 
number as possible. The members of 
each class shall be elected for a term of 
three years and until their successors 
are elected and qualified. One class 
shall be elected by ballot annually 
except in the case of converting or de 
novo associations where all directors 
shall be elected at the first election of 
directors for first terms which shall be 
staggered in length from one to three 
years. 

(d) Vacancies. Any vacancy occurring 
in the board of directors may be filled 
by the affirmative vote of a majority of 
the remaining directors even if less than 
a quorum of the board of directors. A 
director elected to fill a vacancy shall be 
elected to serve only until the next 
election of directors by she stockholders. 
Any directorship to be filled by reason 
of an increase in the number of directors 
may be filled by election by the board of 
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directors for a term of office continuing 
only until the next election of directors 
by the stockholders. 

(e) Resignation or removal of 
directors. {1) Any director may resign at 
any time by sending a written notice of 
such resignation to the home office of 
the association addressed to the 
chairman of the board or the president. 
Unless otherwise specified, such 
resignation shall take effect upon receipt 
by the chairman of the board or the 
president. More than three consecutive 
absences from regular meetings of the 
board of directors shall automatically 
constitute a resignation, effective when 
such resignation is accepted by the 
board of directors. 

(2) At a meeting of stockholders called 
expressly for that purpose, any director 
may be removed only for cause by a 
vote of the holders of a ‘majority of the 
stock then entitled to vote at an election 
of directors. 

(3) In associations that allow 
cumulation of votes, if less than the 
entire board is to be removed, no one of 
the directors may be removed if the 
votes cast against the removal would be 
sufficient to elect the director if then 
cumulatively voted at an election of the 
class of directors of which such director 
is a part. E 

(4) Whenever the holders of the 
shares of stock of any class are entitled 
to elect one or more directors by the 
provisions of the charter or 
supplemental sections thereto, the 
provisions of this section shall apply, in 
respect to the removal of a director or 
directors so elected, to the vote of the 
holders of the outstanding shares of 
stock of that class and not to the vote of 
the outstanding shares of stock as a 
whole. 

(5) In any solicitation of proxies for 
removal of a director by stockholder 
vote, opportunity must be provided to 
the director whose removal is sought to 
present a defense to stockholders by 
means of a written statement not to 
exceed 500 words which must 
accompany or precede the initial 
solicitation for removal of such director. 
Such statement shall be mailed at the 
expense of the party seeking removal. 

(6) For the purposes of this section, 
the term “clause” shall mean willful 
failure, neglect or refusal in any material 
respect to perform duties as a director or 
commission of any act of willful 
misconduct, self-dealing, malfeasance or 
gross negligence. The foregoing 
description of cause shall in no way 
limit the power of the Board or the 
Corporation to bring an action for 
removal under the National Housing Act 
of Home Owners’ Loan Act. 
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(f) Age limitation on directors. A 
Federal stock association may provide 
in its bylaws that no person aged 70 
years or older will be eligible for 
election, reelection, appointment, or 
reappointment to the board of directors 
of the association. The bylaws may also 
_ provide that no director shall serve as 

such beyond the annual meeting of the 
association immediately following the 
attainment of the specified age. 


§543.10-1 Directors’ meetings. 

(a) Meetings. A regular meeting of the 
board of directors shall be held 
immediately after, and at the same place 
as, the annual meeting of the 
stockholders. The board of directors 
shall determine the place, frequency, 
time and procedure for notice of such 
meeting shall be at least 24 hours unless 
waived by the directors, for regular . 
meetings of the board of directors or any 
committee designated thereby. Meetings 
may be held with or without notice as 
prescribed in the bylaws. Members may 
participate in a meeting of such board or 
committee by means of 4 conference 
telephone or similar communications 
equipment through which all persons 
participating in the meeting can hear 
each other at the same time, and 
participation by such means shall 
constitute presence in person at a 
meeting for all purposes. 

(b) Quorum. A majority of the 
authorized number of directors shall 
constitute a quorum for the transaction 
of busness at any meeting of the board 
of directors. The act of the majority of 
the directors present at a meeting at 
which a quorum is present shall be the 
act of the board of directors, unless a 
greater number is prescribed by 
regulation of the Board. 4 

(c) Executive and other committees. 
(1) General. The board of directors, by 
resolution adopted by a majority of the 
authorized number of directors, may 
designate from among its members an 
executive committee and one or more 
other committees each of which, to the 
extent provided in the resolution or 
bylaws of the association, shall have 
and may exercise all of the authority of 
the board of directors, except that no 
committee shall have the authority of 
the board of directors with reference to: 
(i) The declaration of dividends; (ii) the 
amendment of the charter or bylaws of 
the association; (iii) recommending to 
che stockholders a plan of combination 
or conversion; (iv) the approval of a plan 
of combination not requiring stockholder 
approval; (v) the sale, lease, or other 
disposition of all, or substantially all of 
the assets of the association otherwise 
than in the usual and regular course of 
its business; (vi) a reduction in the 


capital of the association; (vii) a 
voluntary dissolution of the association; 
(viii) a revocation of any of the 
foregoing; or (vi) the approval of a 
transaction in which any member of the 
executive committee, directly or 
indirectly, has any material beneficial 
interest. The designation of any 
committee and the delegation of 
authority thereto shall not operate to 
relieve the board of directors, or any 


_ director, of any responsibility or 


fiduciary duty imposed by law or 
regulation. 

(2) Audit committee. Each Federal 
stock association shall appoint an audit 
committee of at least three directors the 
majority of whom shall be independent. 
A director shall be considered 
“independent” if he is neither employed 
by the association, its service 
corporation, its holding company or its 
affiliates nor serves as the legal counsel 
or other professional advisor to the 
association, its service corporation, its 
holding company or its affiliates, nor is 
a member of the immediate family of a 
person serving in any of the foregoing 
capacities. The audit committee shall 
recommend independent auditors, 
consult with the independent auditors 
regarding the plan of audit, review that 
audit report in consulation with the 
independent auditors, and consult with 
the independent auditors regrading the 
adequacy of internal accounting 
controls. 

(3) Investment committee. Each 
Federal stock association shall appoint 
an investment committee of at least 
three directors the majority of whom 
shall be independent as defined in 
paragraph 2 of this section. The 
independent directors shall be different 
persons from those serving on the audit 
committee. The investment committee 
will assess the credit and interest rate 
risk of the association and prepare 
reports on such risk for the board of 
directors. 

(d) Notice of special meetings. 
Written notice of at least 24 hours 
regarding any special meeting of the 
board of directors or of any committee 
designated thereby shall be given to 
each director or committee member in 
accordance with the bylaws, although 
such notice may be waived by the 
director. The attendance of a director at 
a meeting shall constitute a waiver of 
notice of such meeting, except where a 
director attends a meeting for the 
express purpose of objecting to the 
transaction of any business because the 
meeting is not lawfully called or 
convened. Neither the business to be 
transacted at, nor the purpose of, a 
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meeting need be specified in the notice 
or waiver of notice of such meeting. 

(e) Action without a meeting: Any 
action required or permitted to be taken 
by the board of directors or any 
committee thereof at a meeting may be 
taken without a meeting if a consent in 
writing, setting forth the action so taken, 
shall be signed by all of the directors, or 
committee members. 

(f) Presumption of assent. A director 
of the association who is present at a 
meeting of the board of directors at 
which action on any matter is taken 
shall be presumed to have assented to 
the action taken unless his dissent or 
abstention shall be entered in the 
minutes of the meeting or unless a 
written dissent to such action shall be 
filed with the person acting as the 
secretary of the meeting before the 
adjournment thereof or shall be 
forwarded by registered mail to the 
secretary of the association within five 
days after the date on which a copy of 
the minutes of the meeting is received. 
Such right to dissent shall not apply to a 
director who voted in favor of such 
action. 


§ 543.10-2 Directors’ conflicts of interest. 


(a) General. No contract or other 
transaction between a Federal stock 
association and one or more of its 
directors, or between a Federal stock 
association and any corporation, firm or 
association in which one or more of the 
association's directors has a material 
financial interest, is either void or 
voidable because such director or 
directors or such other corporation, firm 
or association are parties or because 
such director or directors are present at 
the meeting of the board or a committee 
thereof which authorizes, approves or 
ratifies the contract or transaction: 
Provided, that 

(1) The material facts regarding the 
transaction and the director's interest 
therein are fully disclosed or known to 
the stockholders and such contract or 
transaction is approved by the 
stockholders, with the stock owned by 
the interested director or directors not 
being entitled to vote thereon or be 
counted as outstanding for purposes of 
determining a quorum and the contract 
or transaction is just and reasonable as 
to the association at the time it is 
authorized, approved or ratified; or 

(2) The material facts regarding the 
transaction and the director's interest 
are fully disclosed or known to the 
board or committee, and the board or 
committee authorizes, approves or 
ratifies the contract or transaction in 
good faith by a vote sufficient without 
counting the vote of the interested 





director or directors, and the contract or 
transaction is just and reasonable as to 
the association at the time it is 
authorized, approved or ratified. 

{b) Interested directors. A mere 
common directorship does not constitute 
a material financial interest within the 
meaning of this section. Nor is a director 
“interested” within the meaning of this 
section in a resolution fixing the 
compensation of another director as a 
director, officer or employee of the 
association, notwithstanding the fact 
that the first director is also receiving 
compensation from the association. 

{c) Presence of interested directors at 
meeting. Except with regard to contracts 
or other transactions addressed in 
paragraph {a) of this section, no contract 
or other transaction between a Federal 
stock association and any carporation 
or association of which one or more of 
its directors are directors is either void 
or voidable because such director or 
directors are present at the meeting of 
the board or a committee thereof which 
authorizes, approves or ratifies the 
contract or transaction: Provided, that 
(1) The material facts regarding the 
transaction and the director's other 
directorship are fully disclosed or 
known to the board or committee, and 
the board or committee authorizes, 
approves.or ratifies the contract or 
transaction in good faith by a vote 
sufficient without counting the vote of 
the interested director or directors, or 
the contract or transaction is approved 
by the stockholders in good faith; or 

(2) The contract or transaction is just 
and reasonable to the association at the 
time ‘it is authorized, approved or 
ratified. 

(d) Determining a quorum. Interested 
directors may be-counted in determining 
the presence of a quorum ata meeting of 
the board or a committee thereof which 
authorizes, approves or ratifies a 
contract or transaction involving an 
interested director. 

(e) Transactions with affiliates. 
Compliance with this section shall not 
effect the right of the Board or the 
Corporation to object to the contract or 
transaction under §§ 563.40 through 
563.44, § 584.3 or any other section of 
this Chapter or any other law or 
regulation. 


§ 543.10-3 Liability of directors for 
improper distributions. 

(a) Director liability. In addition to 
any other liabilities, a director who 
votes for or assents to any distribution 
contrary to the provisions of the Home 
Owners’ Loan Act, this Chapter or the 
charter of the association shall, unless 
he complies with ‘the standards provided 
in § 543.10{b) of this Part for the 


performance of duties of directors, be 
liable to the association jointly and 
severally with all other directors ‘so 
voting or assenting, for the amount of 
such distribution which is paid or the 
value of such distribution in excess of 
the amount of.such distribution which 
could have been made without:a 
violation of the cited provisions. 

(b) Right to contribution from 
stockholders. Any director against 
whom a claim shall be asserted 
pursuant to this section for the making 
of a distribution and who shall be held 
liable thereon, shall be entitied to 
contribution from any stockholderjs] 
who accepted or received any such 
distribution with knowledge that it had 
been made in violation of this Part, in 
proportion to the amounts received by 
such stockholder{s]. 

(c) Right to contribution from other 
directors. Any director against whom a 
claim shall be asserted pursuant to this 
section shall be entitled to contribution 
from any other director[s] who voted for 
or assented to the action upon which the 
claim is asserted and who did not 
comply with the standard provided in 


§ 543.10(b) regarding the performance of 


the duties of directors. 

(d) Distribution. For purposes of this 
section, the term “distribution” shall 
have the same-meaning as specified in 
§ 543.12-2{a). 


§ 543.10-4 Officers. 


(a) Positions. The officers of the 
association shall be a president, one:or 
more vice presidents, a secretary, and a 
treasurer or comptroller, each of whom 
shall be elected by the board of 
directors. The board of directors may 
also designate the chairman of the board 
as an officer. The president shall be the 
chief executive officer, unless the board 
of diretors designates the chairman of 
the board as chief executive officer. The 
president need not be a director of the 
association. The offices of the secretary 
and treasurer may be held by the same 
person and a vice president may also be 
either the secretary or the treasurer. The 
board of directors may designate one or 
more vice presidents:as executive vice 
president or senior vice president. The 
board of.directors may also elect or 
authorize the appointment of such other 
officers as the business of the 
association may require. The officers 
shall have such authority and perform 
such duties as the board of directors 
may from time to time authorize or 
determine. In the absence of action by 
the board of directors, the officers shall 
have such:powers and duties as 
generally pertain to*their respective 
offices. 
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(b) Removal. Any officer may be 
removed by the board of directors 
whenever in its judgment the best 
interests of the association will be 
served thereby; but such removal, other 
than for cause, shall be without 
prejudice to the contractual rights, if 
any, of the person so removed. “Cause” 
with respect to removal of an officer 
shall mean willful failure, neglect or 
refusal in any material respect to 
perform duties as an officer or 
commission of any act of willful 
misconduct, self-dealing, malfeasance or 
gross negligence. 

(c) Employment contracts. Upon 
specific approval of the board of 
directors a Federal stock association 
may enter into employment contracts 
with its officers and other employees in 
accordance with § 563.39 of this 
Chapter. 

(d) Age limitation on officers. A 
Federal stock association may provide 
in its bylaws that no person aged 70 
years or older will be eligible for 
election, reelection, appointment or 
reappointment as an officer of the 
association. The bylaws may also 
provide that no officer shall serve as 
such byond the annual meeting of the 
association immediately following the 
attainment of the specified age. 


§ 543.10-5 indemnification of directors, 
officers and employees. 


A Federal stock association may 
indemnify its directors, officers and 
employees. and the directors, officers 
and employees of any wholly-owned 
subsidiary, provided that 
indemnification may be made only in 
accordance with the following 
requirements: 

(a) General. Subject to the provisions 
of this section, a Federal stock 
association may indemnify any person 
against whom an.action is brought or 
threatened because that person is‘or 
was a director, officer or employee of 
the association or any wholly-owned 
subsidiary, for: 

(1) Any amount for which that person 
becomes liable under a judgment or 
settlement in such action; and 

(2) Reasonable costs and expenses, 
including attorney's fees, actually paid 
or incurred by that person in defending 
or settling such action, or in enforcing 
his rights under this section if he obtains 
a favorable judgment in such action; 
Provided, that nothiny in this section 
authorizes indemnification by a Federal 
stock association of directors, officers or 
employees ‘of affiliates, affiliated 
persons, or subsidiaries of the 
association for actions in their capacity 
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as such except as provided in this 
section. 

. (b) Conditions. (1) Favorable 
judgment. Indemnification may be made 
to a person described in paragraph (a) of 
this section if final judgment on the 
merits are in his favor. 

(2) No favorable judgment. 
Indemnification may be made-to a 
person described in paragraph (a) if 
final judgment is not in his favor, but 
only as provided in this paragraph (b). 

(i) General. In the case of settlement, 
final judgment against the person, or 
final judgment in his favor other than on 
the.merits, indemnification may be 
made if it is determined that the person 
was acting in good faith within the 
scope of his employment or authority as 
he could reasonably have perceived it 
under the circumstances and for a 
purpose he could reasonably have 
believed under the circumstances was in 
the best interests of the association and 
in the case of a criminal action, he had 
no reasonable cause to believe his 
conduct was unlawful. Such 
determination shall be made by the 
board of directors by a majority vote of 
a quorum consisting of disinterested 
directors, or if such a quorum is not 
obtainable or, even if obtainable, if a 
quorum of disinterested directors so 
directs, by the stockholders with only 
the shares of disinterested stockholders 
allowed to vote or to be counted for 
purposes of determining a quorum. 
However, in no case shall any 
indemnification be made unless the 
association gives the Board at least 60 
days’ notice of its intention to make 
such indemnification. Such notice shall 
state the facts on which the action 
arose, the terms of any settlement, and 
any disposition of the action by a court. 
A copy of such notice, and a certified 
copy of the resolution containing the 
required determination by the board of 
directors, shall be sent to Office of 
Examination and Supervision, the Office 
of General Counsel and the Supervisory 
Agent. The Supervisory Agent shall 
promptly acknowledge receipt thereof. 
The notice period shall run from the 
date of such receipt. No such 
indemnification shall be made if the 
Board or the designee advises the 
association in writing, within such 
notice period, of its objection thereto. 
The Office of Examination and 
Supervision with the concurrence of the 
Office of General Counsel has delegated 
authority to make a determination under 
this paragraph (b)(2)(i). 

(ii) Action by or on behalf of the 
association. In addition to the 
requirements of paragraph (b)(2)(i), 
when the action is brought or threatened 
by the association or on behalf of the 


association, indemnification shall be 
limited to resonable costs and expenses 
as described in paragraph (a)(2) of this 
section and no indemnification shall be 
made in connection with any claim, 
issue or matter for which there has been 
a final judgment that the person was 
liable for negligence or misconduct in 
the performance of his duty to the 
association. 

(c) Jnsurance. An association may 
obtain insurance to protect it and its 
directors, officers and employees or the 
directors, officers and employees of its 
wholly-owned subsidiaries from 
potential losses arising from claims 
against any of them for alleged wrongful 
acts, or wrongful acts committed in their 
capacity as directors, officers or 
employees. However, associations may 
not obtain insurance which provides for 
payment of losses of any person 
incurred as a consequence of his willful 
or criminal misconduct. 

(d) Advance payment of expenses. If a 
majority of the disinterested directors or 
the stockholders of an association 
concludes that, in connection with an 
action, any person ultimately may 
become entitled to indemnification 
under this section, the directors or 
stockholders may authorize payment of 
reasonable costs and expenses, 
including attorneys’ fees, arising from 
the defense or settlement of such action. 
In any vote of the stockholders to 
authorize such advances, only the 
stocks of disinterested stockholders 
shalt be voted or counted towards a 
quorum. Nothing in this paragraph (d) 
shall prevent the directors of an 
association from imposing such 
conditions on a payment of expenses as 
they deem warranted and in the 
interests of the association. Before 
making advance payment of expenses 
under this paragraph, the association 
shall obtain an agreement in writing that 
the association will be repaid if the 
person on whose behalf is made is later 
determined not be to entitled to such 
indemnification. 

(e) Prohibited indemnification. 
Nothing in this section shall authorize or 
require the Board to approve 
indemnification of directors, officers, or 
employees, of the association when such 
indemnification would contravene 
public policy as expressed by Federal 
statutes or the regulations of the Board. 

(f) Exclusiveness of provisions. No 
association shall indemnify any person 
referred to in paragraph (a) of this 
section or obtain insurance referred to 
in paragraph (c) of this section other 
than in accordance with this section. 
However, an association which had a 
bylaw in effect on October 1, 1969, 
relating to indemnification of its 
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personnel shall be governed solely by 
that bylaw, if such is still in effect, 
except that the association's authority to 
obtain insurance shall be governed by 
paragraph (c) of this section. 

(g) Definitions and rules of 
construction. (1) Definitions for 
purposes of this section: 

(i) Action. Any judicial or 
administrative proceeding, or threatened 
proceeding, whether civil, criminal, or 
otherwise, including any appeal or other 
proceeding for review; 

(ii) Court. Includes, without limitation, 
any court to which or in which any 
appeal or any proceeding for review is 
brought. 

(iii) Disinterested. When applied to a 
stockholder or director, a person not 
named as party to the action in 
connection with which indemnification 
or advancement of expenses is sought; 

(iv) Final judgment, A judgment, 
decree, or order which is not appealable 
or as to which the period for appeal has 
expired with no appeal taken; 

(v) Sett/ement. Includes entry of a 
judgment or dismissal by consent or 
confession or a plea of guilty or no/o 
contendere. 

(2) References in this section to any 
individual or other person, including any 
association, shall include any person 
acting as administrator, executor, 
guardian, conservator, trustee, legal 
representative, successor and assign 
thereof. 


§ 543.11 Certificates for stock and their 
transfer. 

(a) Certificates for stock. Certificates 
representing shares of capitol stock of 
the association shall be in such form as 
shall be determined by the.board of 
directors and approved by the Board. 
Certificates shall be signed by the chief 
executive officer or by any other officer 
of the association authorized by the 
board of directors, attested by the 
secretary or an assistant secretary, and 
sealed with the corporate seal or a 
facsimile thereof. The signatures of such 
officers upon a certificate may be 
facsimiles if the certificate is manually 
signed on behalf of a transfer agent or a 
registrar other than the association itself 
or one of its employees. Each certificate 
for shares of capital stock shall be 
consecutively numbered or otherwise 
identified. The name and address of the 
person to whom the shares are issued, 
with the number of shares and date of 
issue, shall be entered on the stock 
transfer books of the association. All 
certificates surrendered to the 
association for transfer shall be 
cancelled and no new certificate shall 
be issued until the former certificate for 





a like number of shares of stock have 
been surrendered and:cancelled, except 
that in the case of a lost or destroyed 
certificate a new certificate may'be 
issued upon such terms and indemnity 
to the association as the board of 
directors may prescribe. 

(b) Transfer of shares of stock. 
Transfer of shares of capital stock of the 
association shall be made only on its 
transfer books. Authority for such 
transfer shall be given only by the 
holder of record, a legal representative 
who shall furnish proper evidence of 
such authority,.or by an attorney 
authorized by a duly executed power of 
attorney and filed with the association. 
The transfer shall be made only upon 
surrender for.caneellation of the 
certificate, a restriction on transfer 
imposed by the issuer even though 
otherwise.lawful is ineffective except 
against a person with actual knowledge 
of it. 


§ 543.11-1 Consideration for stock. 


(a) General. Stock may be issued from 
time to time for such consideration as 
shall be authorized in accordance with 
the charter by the board of directors 
through action which establishes a price 
in cash.or other consideration, or both, 
or a minimum price or.a general formula 
or method by which price can be 
determined. 

(b) Treasury stock. Treasury stock 
may be disposed of by the association 
for such consideration expressed in 
dollars as may be fixed from time to 
time by the board of directors. 

(c) Stock dividends. That part of the 
retained earnings of an association 
which is transferred to paid-in capital 
upon the issuance of shares of stock as a 
stock dividend shall be deemed to be 
the consideration for the issuance of 
such shares of stock. 

(d) Stock issued in exchange. Except 
as provided in § 543.11-2 of this Part, in 
the event of the issuance of shares of 
stock upon the conversion or exchange 
of indebtedness or stock, the 
consideration for the stock-so issued 
shall be (1) in the case of indebtedness, 
the principal sum of, and any accrued 
and unpaid interest on, the indebtedness 
so exchanged or converted; (2) in the 
case of shares of stock, the paid-in 
capital then represented by the shares of 
stock so exchanged or converted; (3) 
that part of retained earnings, if any, 
transferred to paid-in capital-upon the 
issuance of shares of stock for the 
shares of stock so exchanged or 
converted, and (4) any additional 
consideration paid to the association 
upon the issuance of shares of stock. 


§ 543.11-2 Stock rights and options. 

(a) Creation and issuance. A Federal 
stock association may create and issue, 
whether or not in connection with the 
issuance and sale of any of its‘shares of 
stock or other securities, rights or 
options entitling the holders thereof to 
purchase from the association shares of 
stock of any class or classes. Such rights 
or options shall be evidenced in such 
manner as the board of directors shall 
approve and, subject to the provisions of 
the charter, shall set forth the terms 
upon which, the time or times within 
which, and the price or prices at which, 
such shares of stock may be purchased 
from the association upon the exercise 
of any such right or option. If such rights 
or options are to be issued to directors, 
officers or employees of the association 
or of any subsidiary thereof, and not to 
the stockholders generally, their 
issuance or the plan under which they 
would be issued shall be approved by 
the majority of the votes eligible to be 
cast at a legal meeting of stockholders. 
In the absence of fraud, the judgment of 
the board of directors as to the 
adequacy of the consideration received 
for such rights or options shall be 
conclusive. The price or prices to be 
received for any shares of stock having 
a par value, other than treasury shares 
of stock to be issued upon the exercise 
of such rights or options, shall not be 
less than the par value thereof. 

(b) Restriction on grants to non- 
employee directors. (1) No Federal stock 
association shall adopt any stock option 
plan providing for the grant of stock 
options or rights to non-employee 
directors, unless all of the following 
conditions are met: 

(i) The plan is fully and fairly 
disclosed in a proxy statement meeting 
the disclosure requirements of Schedule 
14A of the Proxy Rules under the 
Securities Exchange Act of 1934, 17'CFR 
240.14a-1 et seg.; 

(ii) The plan is approved by a majority 
of the total votes eligible:to be cast at a 
legal meeting of stockholders; 

(iii) The duration of any options or 
rights and the amount of stocks 
allocable to non-employee directors are 
limited to reasonable duration and 
amounts and are not, when aggregated 
with all other forms of compensation 
received by such non-employee 
directors from the association, in excess 
of that which is reasonable and 
commensurate with their duties. and 
responsibilities; 

(iv) The exercise price of the option or 
rights is not less thag-the fair market 
value of the underlying shares of 
common stock on the date.of grant; and 
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(v) The terms of the plan do not 
contravene public policy as expressed 
by Federal statutes or the regulations of 
the Board. 


(2) For purposes of this paragraph (b), 
the term “non-employee directors” 
means any director, trustee, advisory 
director, honorary director, director 
emeritus or other similar person not 
currently employed on a full-time basis 
by the association, its service — 
corporation, its holding company or its 
affiliates, and notwithstanding the 
provisions ‘of § 563.17(b) of this Chapter 
regarding the compensation of officers, 
directors and employees of an insured 
institution, shall also include any 
director who is a former officer or 
employee of the association, regardless 
of whether such director regularly 
performs service for the association 
under consulting contracts or similar 
arrangements. 

(c) Payment of stock rights or options. 


. (1) Notwithstanding the provisions of 


§ 543.11-1(d) of this Part or 

§ 563b.3(g)(1) of this Chapter, a Federal 
stock association shall have the 
authority to.adopt a stock rights or 
option plan which provides for the 
repurchase or redemption of the shares 
of any class of the association's 
outstanding common or preferred stock 
tendered:as payment for the exercise of 
stock rights or options by plan 
participants: Provided, that such 
authority shall not extend to any 
repurchase or redemption which, after 
giving effect to the repurchase or 
redemption, would cause the 
association's net worth to be less than 
the amount required of the association 
by § 563.13 of this Chapter. 

(2) Nothing in this paragraph (c) shall 
authorize a Federal stock association to 
repurchase or redeem its shares of stock 
from any officer or director of the 
association in contravention of the 
provisions of § 563b.3{c)(17) of this 
Chapter. 


§ 543.11-3 Fractional shares of stock. 


A Federal stock association may: (a) 
issue fractions.of a share of stock; (b) 


_arrange for the disposition of fractional 


interests by those entitled to them; (c) 
pay in cash the fair value of fractions of 
a share of stock asof the time when 
those entitled to receive such fractions 
are determined, and {d) issue scrip in 
registered or bearer form which shall 
entitle the holder to receive a certificate 
for a full share of stock upon the 
surrender of such:scrip aggregating a full 
share of stock. A certificate fora 
fractional share of stock shall, but scrip 
shall not unless otherwise provided 
therein, entitle the holder to exercise 


* 
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voting rights, to receive dividends 
thereon, and to participate in a 
distribution of any of the assets of the 
association in the event of liquidation. 
The Board of directors may cause scrip 
to be issued subject to the condition that 
it shall become void if not exchanged for 
certificates representing full shares of 
stock before a specified date, or subject 
to the condition that the shares of stock 
for which scrip is exchangeable may be 
sold by the association and the proceeds 
thereof distributed to the holders of 
scrip, or subject to any other conditions 
which the board of directors may deem 
advisable. 


§543.11-4 Liability of stockholders. 

A holder of or subscriber to shares of 
stock of a Federal stock association 
shall be under no obligation to the 
association or its creditors with respect 
to such shares of stock other than the 
obligation to pay to the association the 
full consideration for which such shares 
of stock were issued or to be issued. 
Any person becoming an assignee or 
transferee of shares of or of a 
subscription for shares of stock in good 
faith and without knowledge or notice 
that the full consideration therefor has 
not been paid shall not be personally 
liable to the association or its creditors 
for any unpaid portion of such 
consideration. 


§ 543.12 Authority to acquire own stock. 
Subject to the limitations in § 543.12.- 
2 and other applicable laws or 
regulations, a Federal stock association 
shall have the power to acquire its own 
stock. All such reacquired stock shall, 
upon acquisition, constitute authorized 
by uninssued stock or may be deemed 
treasury stock, provided that in either 
case, stockholders’ equity is reduced by 
the amount paid to reacquire the stock. 


§ 543.12-1 Authority to pay dividends to 
stockholders. 

Subject to the limitations of § 543.12- 
2, a Federal stock association, may,from 
time to time, by resolution of its board of 
directors, pay dividends on its shares of 
stock out of retained earnings in cash, in 
its own securities or in other property, 
including the securities of other 
corporations or entities. 


§ 543.12-2 Limitations on distributions ot 


stockholders. ‘ 

(a) Distribution. For purposes of this 
section, the term “distribution” means a 
direct or indirect transfer of money or 
other property (except its own shares of 
stock) or incurrence ‘of indebtedness, by 
an association to or for the benefit of 
any of its stockholders in respect to any 
of its shares of stock, whether by 
di idend or by purchase, redemption or 


other acquisition of its stock, or 
otherwise. 

(b) Limitation in distributions. No 
distribution to stockholders may be 
made by a Federal stock association if, 
after giving effect to the distribution, the 
association's net worth would be less 
than the amount required of the 
association by § 563.13 of this Chapter. 

(c) Measurement date. The effect of a 
distribution under paragraph (a) of this 
section is measured as of the earlier of: 

{1) The date of its authorization if 
payment occurs within 120 days after 
the date of authorization, or the date of 
payment if payment occurs more than 
120-days after the date of authorization; 
or 

(2) In the case of distribution by 
purchase, redemption, or other 
acquisition of the association's stock, 
the earlier of the date money or other 
property is transferred or debt incurred 
by the association, or the date 
stockholders cease to be stockholders of 
record. 


§ 543.12-3 Reduction of paid-in capital. 

(a) General. A Federal stock 
association may, by resolution of its 
board of directors, reduce its paid-in 
capital by charging against it: 

{1) All or any part of any deficit 
arising from operating or other losses or 
from diminution in the value of its assets 
in accordance with generally accepted 
accounting principles; 

(2) Distributions as liquidating 
dividends as permitted by this chapter; 

(3) The paid-in capital represented by 
stock acquired by the association as 
permitted by law, to the extent such 
paid-in capital has not previously been 
reduced on account of such acquisition; 
and 

(4) Expenses, including commissions, 
paid or incurred by the association in 
connection with the issuance of stock. 

(b) Exception. Nothing in this section 
shall be construed to permit an 
association to reduce its paid-in capital 
where such action would be specifically 
prohibited by other regulations of the 
Board or conditions imposed by the 
Board or to prohibit any such reduction 
in any other manner permitted by this 
Part or as directed by the Board. 


§ 543.13 Fiscal year; annual audit. 

The bylaws of a Federal stock 
association shall specify the fiscal year 
for the association. The association 
shall be subject to an annual audit as of 
the end of its fiscal year by independent 
public accountants appointed by and 
responsible to the board of directors. 
The appointment of such accountants 
shall be subject to annual ratification by 
the stockholders. 


BEST COPY AVAILABLE 


§ 543.14 Corporate procedures. 

(a) Execution of instruments 
generally. The board of directors shall 
establish procedures forthe execution, 
verification, acknowledgement, and 
delivery of instruments or writings of 
any nature. 

(b) Seal. The association may have a 
corporate seal, which may be modified 
from time to time, and may use the same 
by causing it, or a facsimile thereof, to 
be impressed or affixed or in any other 
manner reproduced. 

(c) Miscellaneous. The bylaws may 
also address subjects which comply 
with applicable Federal law, rules, or 
regulations such as emergency 
preparedness or any other subjects 
necessary or appropriate for effective 
operation of the association. 


§ 543.15-543.19 [Reserved] 


§ 543.20 Combinations involving Federal 
stock associations. 

Federal stock associations may enter 
into combinations, which for the 
purposes of this Part include bulk 
purchases or sales of assets, mergers 
and consolidations, only in accordance 
with the provisions of this Part. 


§ 543.21 Merger or consolidation. 

(a) Permissible mergers or 
consolidation. Federal stock 
associations may merge or consolidate 
with other associations: Provided, that— 

{1) All constituent associations have 
accounts insured by the Federal Savings 
and Loan Insurance Corporation, except 
for Federal associations the deposits of 
which are insured by the Federal 
Deposit Insurance Corporation, and {2) 
if any constituent is a mutual 
association, the resulting association 
shall be mutually held, except in cases 
involving supervisory combinations, 
mergers bved under Part 563b of 
this Chaptef or combinations in which 
one of the constituents is an interim 
Federal association or an interim state 
institution; and {3) as to any constituent 
association which is not a Federal 
association, the merger is in accordance 
with the laws of the jurisdiction in 
which the association was organized. 

(b) Board approval. Prior written 
approval of the Board is required for 
every combination. In determining 
whether to confer such approval, the 
Board shall apply the criteria set out in 
§ 571.5 of this Chapter and shall impose 
any condition it deems necessary or 
appropriate to ensure conformity with 
those criteria and the requirements of 
this Chapter. Prior written approval of 
the Federal Deposit Insurance 
Corporation is required for every 
combination involving a Federal 





association insured by the Federal 
Deposit Insurance Corporation. 

(c) Approval by the Board's Principal 
Supervisory Agent. (1) The specific 
approval of the Board (including 
recommending modifications of the 
combination agreement) required by 
paragraph (b) of this section may be 
given by the Board's Principal 
Supervisory Agent in accordance with 
the conditions set forth in § 563.22 of 
this Chapter. © 

(2) In approving a merger under 
paragraph (c) of this section, the 
Principal Supervisory Agent may 
approve maintenance of an office of the 
merging association as a facility of the 
resulting association and may approve a 
temporary increase in the number of 
directors of the resulting association, 
provided that the association submits an 
acceptable plan for bringing the board of 
directors into compliance with the 
requirements of § 543.3 of this 
Subchapter within a reasonable period 
of time. 

(d) Approval of board of directors. 
Before filing for Board approval, the 
combination and the combination 
agreement shall be approved by each 
constituent association's board of 
directors: (1) By a two-thirds vote of the 
entire board of each Federal association, 
and (2) as required by state law or other 
applicable law for other constituents. 

(e) Conservator or receiver action. A 
conservator or receiver for an 
association appointed under Part 547 of 
this Subchapter may merge the 
association with another under § 543.21 
without submitting the combination 
agreement to the association's board of 
directors or stockholders for their 
approval. 

(f) Combination agreement. (1) All 
terms, conditions, agreements or 
understandings, or other provisions with 
respect to the combination, shall be set 
forth fully in a written combination 
agreement. 

(2) The combination agreement shall 
state: (i) That the combination shall not 
be effective unless and until approved 
by the Board: (ii) which constituent 
association is to be the resulting 
association; (iii) the name of the 
resulting association; (iv) the location of 
the home office and any other offices of 
the resulting association; (v) the terms 
and conditions of the combination and 
method of effectuation; (vi) any charter 
amendments or, if no such amendments 
are to be made, a statement that the 
charter of one of the constituent 
associations, naming it, shall be the 
charter of the surviving or resulting 
association, or the new charter in the 
event of consolidation; (vii) the manner 
of converting or exchanging the stock of 


each constituent association into stock, ; 


insured accounts, or other securities of 
the resulting association or cash, : 
property, rights, or securities of any 
other entity in connection with the 
combination, including any provision for 
the payment of cash in lieu of the 
issuance or recognition of fractional 
shares, interests or rights, or for any 
other arrangements with respect thereto 
consistent with the provisions of 

§ 543.11-3 of this Part; (viii) the basis 
upon which the insured accounts of the 
resulting association shall be issued; (ix) 
the number, names and residence 
addresses, and terms of directors; (x) the 
effect upon and assumption of any 
liquidation account of a disappearing 
association by the resulting association; 
and (xi) such other provisions, 
agreements, or understandings as relate 
to the combination. 

(g) Corporate title; change of location. 
If a combination agreement provides for 
the resulting association's name or 
location to be changed, and it is a 
Federal association, its charter shall be 
amended accordingly. 

(h) Application for Board approval. (1) 
Contents. Application shal! be in a form 
prescribed by the Board and shall 
include appropriate information 
responsive to the factors enumerated in 
§ 571.5 of this Chapter. 

(2) Filing requirement. Constituent 
associations shall file three copies of the 
application prepared pursuant to this 
section with the Supervisory Agent. The 
combination agreement for a bulk 
purchase of assets shall state the 
information required by § 543.21(f}(2) of 
this Subchapter. Applicants shall also 
comply with section 7A of the Clayton 
Act (15 U.S.C. 18A) and regulations 
issued thereunder (16 CFR Parts 801, 802 
and 803). 

(i) Notice. (1) Public Notice. 
Constituent associations shall jointly 
publish notice pursuant to § 542.4 of this 
Subchapter, except that the required 
newspaper publication of notice shall be 
made in the communities in which the 
home offices of the constituent 
associations are located. Promptly after 
joint publication the constituent 
associations shall jointly file with the 
Supervisory Agent a copy of the notice 
and publisher's affidavit of publication. 

(2) Notice to stockholders: if the 
combination agreement is not subject to 
the approval by stockholders of a 
Federal stock association pursuant to 
§§ 543.22 or 543.23, such constituent 
Federal stock association shall mail 
notice of the application to its 
stockholders, within 10 days of being 
notified by the Supervisory Agent that 
the application is complete, with a copy 
of such notice to the Supervisory Agent. 
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The contents of the notice shall include: 
(i) A statement that an application under 
this section has been filed with the 
Board; (ii) the name and address of the 
home or principal office of each 
constituent association; (iii) a brief 
summary of the principal terms of the 
combination agreement; (iv) the name 
and address of the home office of the 
resulting association; (v) a statement as 
to which offices of constituent 
associations are to be maintained as 
home office or branches and which are 
to be discontinued; (vi) a statement that 
any person may file written comments 
concerning the application which will be 
considered by the Board if filed with the 
Supervisory Agent within 10 days (or 
within 17 days if a request is filed within 
the first 10 days stating that more time is 
needed to furnish additional 
information) of publication or such later 
date as may be permitted by the 
Supervisory Agent; (vii) a statement 
notifying each stockholder that pursuant 
to § 543.27 of this Part, that appraisal 
rights are not available, and including in 
such notice a copy of § 543.27; and (viii) 
a statement that the application and all 
comments filed pursuant to the notice 
shall be available for public inspection 
by-.any person at the Office of the 
Supervisory Agent, except for any 
material exempt from disclosure prsuant 
to the Freedom of Information Act. 

(3) Procedure. Processing of an 
application under this section shall 
follow the procedures set forth in 
paragraph (h)(1) and in §§ 542.4(b) and 
542.4(c) of this Subchapter: Provided, 
that in the case of mergers involving an 
acquisition subject to Part 574, instead 
of the public notice procedures of 
paragraph (i)(1), the public notice 
procedures of Part 574 shall be 
applicable. 

(4) Supervisory exception. This 
paragraph (i) does not apply to 
combinations instituted for supervisory 
reasons. 


§ 543.22 Short-form merger. 


(a) General. In any case in which at 
least 90 percent of the outstanding 
shares of each class of the stock of an 
insured institution or institutions is 
owned by another insured institution, 
and one of the insured institutions is a 
Federal association and the other 
insured institution or institutions are 
Federal associations or are insured 
state-chartered institutions and with 
respect to the state-chartered institution, 
state law permits and insured institution 
of such jurisdiction to merge with 
another insured institution, the insured 
institution having such stock ownership 
may either merge the other insured 
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institution into itself and assume ail of 
its obligations, or merge itself into one of 
the other insured institutions. Such 
merger may be effected by executing 
and filing with the Supervisory Agent a 
copy of the resolution of the parent 
insured institution's board of directors 
to. so merge, a copy of the combination 
agreement and the date of the adoption: 
Provided, that in the event the parent 
insured institution shall end up not 
owning all the oustanding stock 
(disregarding any required qualifying 
shares of stock of directors) of the 
subsidiary insured institution or 
institutions that are parties to the 
merger, the resolution of the board of 
directors of the parent insured 
institution shall state the terms and 
conditions of the merger, including the 
securities, cash, property, or rights to be 
issued, paid, delivered or granted by the 
survivor upon surrender of each share:of 
stock of the disappearing entity or 
entities not owned by the parent insured 
institution. 

(b) Subsidiary resulting association. If 
the parent insured institution is not the 
resulting association, the resolution — 
shall inchide provision for pro rata 
issuance of stock of the r i 
association to the holders of stock of the 
parent insured institution shall file 
evidence with the Supervisory Agent 
that the proposed merger has been 
approved by an affirmative vote of the 
majority of the outstanding stock of the 
parent insured institution entitled to 
vote thereon at a meeting duly called. 

(c) Corporate title. The resulting 
association may change its corporate 
name by the inclusion of a provision to 
that effect in the resolution of merger 
adopted, and upon the effective date of 
the menger the name.of the insured 
institution shall be so changed: 
Provided, that any Federal association 
which is the resulting association 
pursuant to this section may only 
change its corporate title in 
conformance with § 542.2 of this 
Subchapter. 

(d) Processing; delegation. Processing 
of an application under this section shall 
follow the procedures set forth in 
§ 543.21(h)(3). Approval by the Board 
shall be governed by § 543.21(c). 

(e) Appraisal rights. Whenever any 
constituent Federal association party to 
a merger affected by this section is the 
disappearing association, any notice or 
proxy materials furnished to 
stockholders must contain information 
that the stockholders of the constituent 


Federal association er associations shall] - 


have appraisal rights as set forth in 
§ 543.27 except when the Federal 
association is wholly owned 


' (disgregarding any en a 


shares of stock of directors 


§ 543.23 Approval by stockholders for 
merger or consolidation. 

(a) General rule. Unless a greater 
percentage is specified in the 
association's charter, an affirmative 
vote of two-thirds of the outstanding 
voting stock shall be required for 
approval of any combination agreement. 
If any class of shares of stock is entitled 
to vote as a class pursuant to § 543.4 of 
this Part, an affirmative vote of a 
majority of shares of stock of each 
voting class and two-thirds of the total 
voting shares of stock shall be required 
unless a greater percentage is specified 
in the charter. 

{b) General exception. Stockholders of 
the resulting association need not 
authorize a combination agreement if: 
(1) It does not involve an interim Federal 
association or an interim state 
institution; (2) the association's charter 
is not amended; (3) each share of stock 
outstanding immediately prior to the 
effective date of the combination is to 
be an identical outstanding share of a 
stock ora treasury share of stock of the 
resulting association after such effective 
date; and (4) either {i) no shares of 
voting stock of the resulting association 
and no securities convertible into such 
stock are to be issued or delivered under 
the plan of combination, cr {ii) the 
authorized unissued shares or the 
treasury shares of voting stock of the 
resulting association to be issued or 
delivered under the plan of combination, 
plus those shares of stock initially 
issuable upon conversion of any 
securities to be issued or delivered 
under such plan, do not exceed 15 
percent of the total shares of voting 
stock of such association outstanding 
immediately prior to the effective date 
of the combination. 

(c) Exceptions for certain 
combinations involving an interim 
institution. Stockholders of a Federal 
stock association need not authorize by 
a two-thirds affirmative vote 
combinations involving an interim 
Federal association or an interim state 
institution where a company acquires 
the resulting Federal stock association 
pursuant to § 574.4 of this Chapter. In 
those cases, the required approval 
voting stock of the Federal association. 
If any class of stock is entitled to vote as 
a class pursuant to §543.4 of this Part, an 
affirmative vote of a majority of the 
stock of each voting class shall be 
required. 

(d) Disclosure. The Board may 
require, in connection with a 
combination under this section, such 
disclosure of information as it deems 
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necessary or desirable for the protection 
of investors in any of the constituent 
associations. 


§ 543.24 Articles of combination for 
merger or consolidation. 

(a) Contents: Following stockholder 
approval, articles of combination shall 
be executed in duplicate by each 
association, by its chief executive officer 
or executive vice president and by its 
secretary or an assistant secretary, and 
verified by one of the officers of each 
association signing such articles, and 
shall contain: (1) The terms of the 
combination agreement (either set forth 
or attached as an exhibit}; (2) the 
number of shares of stock in each 
association; and (3) the number of 
shares of stock in each association 
voted for and against such combination 
agreement. 

(b) Filing. Both sets of articles of 
combination shall be filed with the 
Supervisory who shall, if he finds 
that such articles conform to the 
requirements of this regulation, endorse 
the articles and return one’set to the 
resulting association. 


§ 543.25 Effective date; date of 
consummation for merger or consolidation. 

(a) Effective date. No combination 
under this agreement shall be effective 
until approved by the Board or its 
delegate. The effective date of a 
combination in which the resulting 
association is a Federal stock 
association shall be the date of 
endorsement of the articles of 
combination by the Supervisory Agent. 
A later effective date, up to 90 days after 
the date of approval of the combination, 
may be requested by the applicant as 
part of the application subject to 
approval by the Board or its delegate. 
The effective date of a combination in 
which the resulting association is not a 
Federal association shall be a date 
subsequent to Board approval 
prescribed by the law of the state under 
which the resulting association is 
chartered, or other applicable law. If a 
disappearing association combining 
under this section is a Federal 
association, its charter shall be deemed 
to be cancelled as of the effective date 
of the combination; such charter shall be 
surrendered to the Supervisory Agent at 
the time of filing of the articles of 
combination. 

(b) Date of consummation. No 
combination under this section may ‘be 
concluded until all necessary 
compliance materials, as required by 
any conditions tothe resolution 
approving such combination by the 
Board or its delegate, have been 
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submitted to the satisfaction of the 
Supervisory Agent. The effective date 
and the date of consummation may be 
simultaneous only if the above noted 
materials have been submitted to and 
approved by the Supervisory Agent. 
Until the compliance materials have 
been submitted to and approved by the 
Supervisory Agent, the Board or its 
delegate shall have the right to alter, 
suspend or withdraw its approval 
should any interim development be 
deemed by the Board or its delegate to 
be a material change in circumstances 
warranting such action. 


$543.26 Continuity of corporate existence 
after merger or consolidation. 

On the effective date of a combination 
in which the resulting association is a 
Federal association, all assets and 
property (real, personal, and mixed, 
tangible, and intangible, choses in 
action, rights and credits) of the 
association shall immediately, without 
any further act, become the property of 
the resulting association to the same 
extent as they were the property of the 
disappearing association, and the 
resulting association shall be a 
continuation of the entity which 
absorbed the association. All rights, 
obligations, duties and liabilities of the 
association shall remain unimpaired, 
and the resulting association shall; on 
the effective date of the combination, 
succeed to all those rights and 
obligations. 


§ 543.27 Dissenters’ appraisal rights in 
merger or consolidation. 
(a) Right to demand payment of fair 
value. Except as provided in paragraph 

(b) of this section, any stockholder of 
record of a Federal stock association 
combining in accordance with § 543.21, 
543.22 or 543.30 of this Part shall have 
the right to demand payment of the fair 
value of his stock: Provided, that such 
stockholder complies with the 
provisions of paragraph (c) of this 
section and, where a stockholder vote to 
approve a combination involving a 
Federal association is required, such 
stockholder has not voted in favor of the 
combination. 
(b) Exceptions. No stockholder 

‘ required to accept only qualified 
consideration for his stock shall have 
the right under this section to demand 
payment of the stock's fair value, if (1) 
such stock was listed on a national 
securities exchange or quoted on the 
NASDAQ on the date of the meeting of 
stockholders at which the combination 
was acted upon, where a stockholder 


vote is required; or (2) stockholder 
action is not required for a combination 
made pursuant to § 543.21 or 543.22(b). 

(c) Procedure. (1) Notice. If the 
combination agreement is not subject to 
the approval by the stockholders of a 
Federal stock association, such 
constituent Federal stock association 
shall notify all stockholders in 
accordance with the applicable 
notification provisions set forth in 
§ 543.21(i)(2) of this Part. If the 
combination agreement is subject to the 
approval by the stockholders of a 
Federal stock association, such Federal 
stock association shall include a 
statement notifying each stockholder 
entitled to appraisal rights pursuant to 
this section of the effective date of the 
combination, and of the fact that 
appraisal rights are available for any or 
all shares of stock pursuant to this 
section, in the proxy materials furnished 
to the stockholders, and the association 
shall also include in such proxy 
materials a copy of this § 543.27. 

(2) Demand for appraisal and 
payment. Each stockholder electing to 
make a demand under this section shall 
deliver to the Federal stock association, 
prior to the later of the effective date of 
the combination or twenty days after 
receipt of the notice required in 
paragraph {c)(1) of this section, a writing 
identifying himself and stating his 
intention to demand appraisal of and 
payment for his stock. Where a 
stockholder vote is required, such 
demand must be in addition to and 
separate from any proxy or vote against 
the combination by the stockholder. 

(3) Written offer. Within ten days 
after the effective date of the 
combination, the resulting association 
shall (i) give written notice by mail to 
stockholders of constituent Federal 
stock associations who have complied 
with the provisions of paragraph (c)(2) 
of this section and have not voted in 
favor of the combination, of the effective 
date of the combination; (ii) make a 
written offer to each stockholder to pay 
for dissenting shares of stock at a 
specified price deemed by the resulfing 
association to be the fair value thereof; 
and (iii) inform those stockholders that, 
within sixty days of such date, the 
respective requirements of paragraphs 
(c) (5) and (6) of this section must be 
satisfied. The notice and offer shall be 
accompanied by a balance sheet and 
statement of income of the association, 
for a fiscal year ending not more than 
sixteen months before the date of notice 
and offer, together with the latgst 
available interim financial statements. 
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(4) Acceptance of offer. If, within sixty 
days of the effective date of the 
combination, the fair value is agreed 
upon between the resulting association 
and any stockholder who has complied 
with the provisions of paragraph (c)(2), 
payment therefor shall be made withn 
ninety days of the effective date of the 
combination. 

(5) Petition to be filed if offer not 
accepted. If, within sixty days of the 
effective date of the combination, the 
resulting association and any 
stockholder who has complied with the 
provisions of paragraph (c){2) do not 
agree as to the fair value, then any such 
stockholder may file a petition with the 
Office of General Counsel of the Board, 
with a copy by registered or certified 
mail to the resulting association, 
demanding a determination of fair value 


* of the stock of all such stockholders. A 


stockholder entitled to file a petition 
under this section who fails to file such 
petition within sixty days of the 
effective date of the combination shall 
be deemed to have accepted the terms 
offered under the combination. 

(6) Stock certificates to be noted. 
Within sixty days of the effective date 
of the combination, each stockholder 
demanding appraisal and payment 
under this section shall submit to the 
transfer agent his certificates of stock 
for notation thereon that an appraisal 
and payment have been demanded with 
respect to such stock and that appraisal © 
proceedings are pending. Any 
stockholder who fails to submit his 
stock certificates for such notation shall 
no longer be entitled to appraisal rights 
under this section and shall be deemed 
to have accepted the terms offered 
under the combination. 

(7) Withdrawal of demand. At any ~ 
time within sixty days after the effective 
date of the combination, any stockholder 
shall have the right to withdraw his 
demand for appraisal and to accept the 
terms offered upon the combination. 

(8) Voting and distribution. Any 
stockholder who has demanded 
appraisal rights as providedin , 
paragraph (c)(2) shall thereafter neither 
be entitled to vote such stock for any 
purpose nor be entitled to the payment 
of dividends or other distributions on 
the stock (except dividends or other 
distribution payable to, or a vote to be 
taken by, stockholders of record at a 
date which is on or prior to, the effective 
date of the combination): Provided: that 
if any stockholder becomes unentitled to 
appraisal and payment of appraised 
value with respect to such:stock and 
accepts or is deemed to have accepted 
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the terms offered upon the combination, 
such stockholder shall thereupon be 
entitled to vote and receive the 
distribution described above. 

(9) Status. Shares of stock of the 
resulting association into which stock of 
the stockholders demanding appraisal 
rights would have been converted or 
exchanged, had they assented to the 
combination, shall have the status of 
authorized and unissued stock of the 
resulting association. 

(d) Valuation by the Board or its 
delegate. (1) Procedures. The Board or 
its delegate shall, as it may elect, either 
appoint one or more independent 
persons. or direct an appropriate Office 
of the Board to appraise the-shares to \ 
determine their fair value, as of the 
effective date of the combination, 
exclusive of any element of value 
arising from the accomplishment or 
expectation of the combination. The 
Board, after consideration of the 
appraisal report or the advice of the 
appropriate Office, shall, if it concurs in 
the valuation of the shares, direct 
payment by the resulting association of 
the appraised fair value of the shares of 
stock, upon surrender of the certificates 
representing such stock. Payment by the 
resulting association shall be made, 
together with interest from the effective 
date of the combination, at a rate 
deemed equitable by the Board within 
30 days after the Board’s determination 
of fair value. 

(2) Cost and expenses. The cost and 
expenses of any proceeding under this 
section may be apportioned and 
assessed by the Board as it may deem 
equitable against all or some of the 
parties. In making this determination the 
Board shall consider whether any party 
had acted arbitrarily, vexatiously, or not 
in good faith in respect to the rights- 
provided by this section. 

(e) Reorganizations using interims. 
For reorganizations involving the use of 
an interim Federal association pursuant 
to Part 574 herein, the holding company 
shall constitute the resulting association 
for purposes of satisfying dissenters’ 
appraisal rights. 

(f) Definitions. The following 
definitions shall apply for purposes of 
this section: 

(1) Fair value. The term “fair value” 
shall mean the appraisal of, and 
valuation assigned by the Board or its 
delegate to, the stock of a Federal stock 
association combining in accordance 
with §§ 543.21, 543.22 or 543.30 of this 
Part, pursuant to a duly perfected 
stockholder demand for appraisal, and 
payment for such stock pursuant to the 
§ 543.27 of this Part. In determining the 
fair value of the stock of a Federal stock 
association, the Board or its delegate 


shall insits discretion take into 
consideration any factors it deems 
relevant in appraising the value of 
shares of stock of an insured institution 
on a “going concern” basis, including, 
but not limited to, an evaluation of any 
arms’ length trades in the stock, the 
association's net asset value, historical 
earnings, future prospects for earnings, 
financial condition, dividends record, 
investment value, and book value. 

(2) NASDAQ. The term “NASDAQ” 
shall mean the National Association of 
Securities Dealers’ Automated 
Quotation system. 

(3) National securities exchange. The 
term “national securities exchange” 
shall mean the New York Stock 
Exchange or American Stock Exchange. 

(4) Qualified consideration. The term 
“qualified consideration” shall mean 
cash, shares of stock of any association 
or ¢orporation which at the effective 
date of the combination are listed on a 
national securities exchange or quoted 
on the NASDAQ, or any combination or 
shares of such stock and cash. 


§ 543.28 Supervisory combinations. 
Notwithstanding anything in this Part, 
the Board may determine to waive or 
deem inapplicable any provision of 
§§ 543.21-543.27 if the Board determines 
that severe financial conditions exit that 
threaten the stability of such an 
association and that such action is likely 
to improve the financial condition of the 
association, or to avert insolvency or 
imminent failure of an association as 
defined in § 541.3 of this Subchapter. For 
purposes of such action under section 
5(d) of the Home Owners’ Loan Act, the 
term “member” shall include 
stockholders of a Federal stock 
association. The term “insolvency” shall 
mean that the assets of the association 
are less than its obligation to its 
creditors and others, including its 
depositors. 


§ 543.29 [Reserved] 


§ 543.30 Bulk purchase or sale of assets. 


(a) Permissible bulk purchase of 
assets. Federal stock associations may 
enter into bulk-purchase-of-asset 
transactions as transferee with other 
entities: Provided: That (1) all transferor 
entities are depository institutions, and 
(2) the transferee Federal stock 
association (i) will meet the 
requirements of Federal Home Loan 
Bank membership and insurance of 
accounts after the transaction; and (ii) 
conforms, within the time prescribed by 
the Board, to the requirements of section 
5(c) of the Home Owners’ Loan Act; and 
(3) the transferor is not a mutual 


association chartered by the Board or 
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insured by the FSLIC, except in cases 
involving combinations approved under 
Part 563b of Subchapter D. 
(b) Permissible bulk sale of assets. 
Federal stock associations may enter 
into bulk sales of assets transactions as 


‘ transferor only in connection with 


combinations instituted for supervisory 
reasons. 

(c) Bulk purchase or sale of assets 
defined. A purchase or sale of assets by 
a Federal stock association shall be 
deemed a bulk purchase or sale if it 
involves the acquisition or disposition 
by the Federal stock association of all or 
substantially all of the association's 
assets other than in the ordinary course 
of business. An acquisition or 
disposition shall be deemed to involve 
substantially all of an association's 
assets if the association's and its 
subsidiaries’ net book value of the 
assets to be acquired or disposed or the 
amount paid or to be received by the 
association for such acquisition exceeds 
fifty percent of the total assets of the 
association and its subsidiaries prior to 
the acquisition or disposition. 

(d) Board approval. Prior written 
approval of the Board is required for 
every bulk purchase or sale of assets. In 
determining whether to confer such 
approval, the Board shall apply the 
criteria set out in § 571.5 of this Chapter 
and shall impose any condition it deems 
necessary or appropriate to ensure 
conformity with those criteria and the 
requirements of this Chapter. Prior 
written approval of the Federal Deposit 
Insurance Corporation is required for 
every combination involving both a 
Federal association insured by the 
Federal Deposit Insurance Corporation 
and an association not insured by such 
Corporation. 

(e) Approval by the Board’s Principa 
Supervisory Agent, The specific 
approval of the Board (including 
recommending modifications of the 
combination agreement) required by 
paragraph (b) of this section may be 
given by the Board's Principal 
Supervisory Agent in accordance with 
the conditions set forth in § 563.22 of 
this Chapter. 

(f) Approval of board of directors. 
Before filing for Board approval of a 
bulk purchase or sale of assets, the 
combination shall be approved by each 
constituent association's board of 
directors: (1) By a two-thirds vote of the 
entire board of each Federal association, 
and (2) as required by state law or other 
applicable law for other constituents. 

(g) Combination agreement. (1) All 
terms, conditions, agreements, 
understandings, or other provisions with 
respect to a combination involving a 
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bulk purchase of assets shall be set forth 
fully in a written combination 
agreement. 

(2) The combination agreement for a 
bulk purchase of assets shall state the 
information required by § 543.21(f}(2). 

(h) Application for Board approval. 
Application for Board approval of a bulk 
purchase of assets shall follow the 
procedures of § 543.21(h). 

(i) Notice. Notice requirements for a 
bulk purchase of assets shall follow the 
procedures of § 543.21(i). 


§ 543.31 Approval by stockholders. 

Approval by stockholders of a federal 
stock association for a bulk purchase of 
assets shall be réquired under the 
circumstances specified in § 543.23 of 
this Part. 


§ 543.32 Articles of combination. 

Articles of combination for a bulk 
purchase of assets shall be executed 
pursuant to the requirements of § 543.24 
of this Part. 


§ 543.33 Effective date; date of — 
consummation. 

The effective date and the date of 
consummation for a bulk purchase or 
sale of assets shall be determined 
pursuant to § 543.25 of this Part. 


§ 543.34 Continuity of corporate existence 
after bulk purchase or sale of assets. 

The continuity of corporate existence 
of a Federal stock association shall not 
be affected by a bulk purchase or sale of 
assets. 


§ 543.35 Dissenters’ appraisal rights in 
bulk purchase or saie of assets. 

Dissenters’ appraisal rights in 
connection with a bulk purchase or sale 
of assets shall exist under the 
circumstances set forth in § 543.27 of 
this Part. 


§ 543.36 Partial purchase or sale of 
assets. 

(a) General. A purchase or sale of 
assets by a Federal stock association 
shall be considered a partial purchase or 
sale of assets if the transaction involyes 
the acquisition or disposition by the 
Federal stock association of assets, 
other than in the ordinary course of 
business, in any amount which is less 
than “all or substantially all of the 
association's assets,’ as defined in 
§ 543.30{c) of this Part. 

(b) Percentage of assets test. A 
partical purchase or'sale of assets by a 
Federal stock association shall not be 
deemed to involve all cr substantially 
all of the association's assets if the 
association's and its subsidiaries’ equity 
in the net book value of such assets to 
be acquired or disposed or the total 


amount paid or received for such 
acquisition or disposition does not 
exceed fifty percent of the total assets of 
the association and its subsidiaries prior 
to the purchase or sale, except where 
the purchase or sale is part of an overall 
plan contemplating the sale or purchse 
of greater than fifty percent of the total 
assets of the association and its 
subsidiaries. Partial purchases or sales 
of assets shall be governed by § 563.22 
of this Chapter. 


§ 543.37-543.39 [Reserved] 
§ 543.40 Reorganization [Reserved] 
§ 543.41-543.49 [Reserved] 


§ 543.50 Dissolution. 

Federal stock associations may 
voluntarily dissolve themselves only in 
accordance with the provisions of this 
Part. 


§ 543.51 Voluntary dissolution. 

(a) Plan for dissolution. A Federal 
stock association's board of directors 
may propose a plan for dissolution of 
the association. The plan shall be 
approved by a two-thirds vote of the 
authorized number of directors. The 
plan may provide for: {1) Appointment 
of the Federal Savings and Loan 
Insurance Corporation (under section 5 
of the Home Owners’ Loan Act or 
section 406 of the National Housing Act) 
as receiver for the purpose of 
liquidation; (2) transfer of all the 
association's assets to a depository 
institution under Federal or State 
charter either for cash sufficient to pay 
all obligations of the association and 
retire all outstanding accounts or in 
exchange for that institution’s payment 
of all the association's outstanding 
obligations or other evidence of interest 
to the association's accountholders on a 
pro rata basis; or (3) dissolution in.a 
manner proposed by the directors which 
they consider best for all concerned. The 
plan, and a statement of reasons for 
proposing dissolution and for proposing 
the plan, shall be submitted to the Board 
for approval. 

(b) Board approval. The Board may 
approve the plan if the Board believes 
dissolution is advisable and the plan 
best for all concerned, but if the Board 
considers the plan inadvisable, the 
Board may either make 
recommendations to the association 
concerning the plan or disapprove the 
plan. 


§ 543.52 Approval by stockholders for 
dissolution. 

(a) Stockholder vote. When a plan of 
dissolution is approved by the 
association's board of directors and by 
the Board, the plan shall be submitted to 
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the association's stockholders at a legal 
meeting, and shall become effective 
when approved by the affirmative vote 
of two-thirds of the outstanding voting 
stock. If any class of stock is entitled to 
vote as a class pursuant to § 543.4 of this 
Part, an affirmative vote of a majority of 
the stock of each voting class and two- 
thitds of the total voting stock shall be 
required. 

(b) Dissenters’ appraisal rights. 
Nothing in this Part shal! be interpreted 


* as providing Cissenters’ appraisal rights 


to any stockholder of an association 
dissolving in accordance with this Part. 


§ 543.53 Notice of dissolution. 

(a) Notice to creditors. Upon filing of 
a plan of dissolution with the Board, the 
dissolving association shall immediately 
cause notice thereof to be mailed to 
each known creditor of the association. 

{b) Notice to accountholders, Notice 
of the stockholders’ affirmative vote to 
approve the plan of dissolution shall be 
furnished to any affected accountholder 
pursuant to § 565.5 of this Subchapter. 


§ 543.54 Procedure for dissolution after 
Board and stockholder approval. 

Upon approval of-the plan of 
dissolution by the Board and a-vote of 
stockholders, the dissolving association 
shall immediately proceed to collect its 
assets, convey and dispose of its 
properties that are not to be distributed 
in kind to its stockholders, pay, satisfy 
and discharge its liabilities and 
obligations, and do all other acts 
required to liquidate its business and 
affairs, and after paying or adequately 
providing for the payment of all its 
obligations an liabilities, distribute the 
remainder of its-assets, either in cash or 
in kind, among its class or classes of 
stockholders according to their 
respective rights and preferences. 


§ 543.55 Termination of corporate 
existence. 

(a) Completion of dissolution. After 
dissolution in accordance with the plan, 
a certificate evidencing dissolution, 
supported by such evidence as the 
Board may require, shall immediately be 
filed with the Board, When the Board 
receives such evidence satisfactory to it, 
it will terminate the corporate existence 
of the dissolved association and the 
association's charter shall thereby be 
cancelled. 

(b} Continuation of corporate 
existence after dissolution. Any 
association dissolving in accordance 
with this Part shall nevertheless 
continue its corporate existence for a 
period of three years from such 
dissolution, or for such longer period as 
the Board in its discretion may direct, 
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solely for the purposes of prosecuting 
and defending legal actions, suits, or 
proceedings, whether civil, criminal or 
administrative, brought by or against 
such association, settling and closing _ 
business, disposing of or otherwise 
conveying property and discharging 
liabilities, and for the distribution to 
stockholders of any remaining assets, 
but not for the purpose of continuing the 
business for which the association was 
organized. Any association dissolved 
pursuant to this Part shall, with respect 
‘to any action, suit or proceeding, 
whether civil, criminal or 
administrative, brought by or against 
such association, either prior to or 
within three years of the date of its 
dissolution, be deemed to continue its 
corporate existence beyond the three- 
year period until any and all final 
judgments, orders or decrees in 
connection with such action, suit or 
proceeding have been fully executed. 


§ 543.56 Involuntary dissolution. 
Notwithstanding the foregoing 
provisions of this Part, the Board may 
determine to waive or deem 
inapplicable any provision of §§ 543.51- 
543.55 of this Part for dissolutions 
instituted for supervisory reasons or 
pursuant to Part 574 of this Subchapter. 


§543.57-543.59 [Reserved] 


§ 543.60 Supervisory waiver. 

Natwithstanding the foregoing 
provisions of Part 543, the Board may 
determine to waive or deém 
inapplicable any provision of §§ 543.1- 
543.59 of this Part to facilitate:.(a) an 
acquisition to prevent the failure of an 
institution chartered by the Board or 
insured by the Corporation; or (b) a 
transfer of accounts in payment of 
insurance; or, for (c) supervisory reasons 
or pursuant to Part 574 of this 
Subchapter. 


Appendix A to Part 543—Model Bylaws for 
Stock Associations 


Article I—Home Office 


The home office of the association shall be 
at in the County of , in the State 
of 


Article 1I—Stockholders 


Section 1. Place of Meetings. All annual 
and special meetings of stockholders shall be 
held at the home office of the association or 
at such other place in the state in which the 
principal place of business of the association 
is located or in which the association 
maintains branches, as the board of directors 
may determine. 

Section 2. Annual Meeting. A meeting of 
the stockholders of the association for the 
election of directors and for the transaction 
of any other business of the association shall 
be held annually within 150 days after the 


end of the association's fiscal year on the 

of if not a legal holiday. and if 
a legal holiday, then on the next day 
following which is not a legal holiday, at 

, or at such other date and time within 
such 150-day period as the board of directors 
may determine. ‘ 

Section-3. Special Meeting. Special 
meetings of the stockholders for any purpose 
or purposes, unless otherwise prescribed by 
the regulations of the Federal Home Loan 
Bank Board (“Board”) (which as hereinafter 
used includes the Federal Savings and Loan 
Insurance Corporation), may be called at any 
time by the chairman of the board, the 
president, or a majority of the board of 
directors, and shall be called by the chairman 
of the board, the president, or the secretary 
upon the written request of the holders of not 
less than one-tenth of all of the oustanding 
capital stock of the association entitled to 
vote at a legal meeting. Such written request 
shall state the purpose or purposes of the 
meeting and shall be delivered to the home 
office of the association addressed to the 
chairman of the board, the president, or the 
secretary. 

Section 4. Conduct of Meetings. Annual 
and specia! meetings shall be conducted in 
accordance with the most current edition of 
Robert's Rules of Order unless otherwise 
prescribed by regulations of the Board or 
these bylaws. The board of directors shall 
designate, when present, either the chairman 
of the board or the president, if the president ° 
is a director, to preside at such meetings. 

Section 5. Notice of Meetings Written 
notice stating the place, day, and hour of the 
meeting and the purpose(s) for which the 
meeting is called shall be delivered not fewer 
than 20 nor more than 50 days before the date 
of the meeting, either personally or by mail, 
by or at the direction of the chairman of the 
board, the president, or the secretary, or the 
directors calling the meeting, to each 
stockholder of record entitled to vote at such 
meeting. If mailed, such notice shall be 
deemed to be delivered when deposited in 
the United States mail, addressed to the 
stockholder at the address as it appears on 
the stock transfer books or records of the 
association as of the record date prescribed 
in section 6 of this Article II, with postage 
prepaid. When any stockholders’ meeting, 
either annual or special, is adjourned for 30 
days or more, notice of the adjourned meeting 
shall be given as in the case of an original 
meeting. It shall not be necessary to give any 
notice of the time and place of any meeting 
adjourned for fewer than 30 days or of the 
business to be transacted at the meeting, 
other than an announcement at the meeting 
at which such adjournment is taken. 

Section 6. Fixing of Record Date. For the 
purpose of determining stockholders entitled 
to notice or to vote at any meeting of 
stockholders or any adjournment, or 
stockholders entitled to receive payment of 
any dividend, or in order to make a 
determination of stockholders for any other 
proper purpose, the board of directors shall 
fix in advance a date as the record date for 
any such determination of stockholders. Such 
date in any case shall be not more than 50 
days and, in the case of a meeting of 
stockholders, not fewer than 20 days prior to 
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the date on which the particular action 
requiring such determination of stockholders 
is to be taken. When a determination of 
stockholders entitled to vote at any meeting 
of stockholders has been made as provided in 
this section, such determination shall apply 
to any adjournment. 

Section 7. Voting Lists. At least 20 days 
before each meeting of the stockholders, the 
officer or agent having charge of the stock 
transfer books for shares of stock of the 
association shall make a complete list of the 
stockholders entitled to vote at such meeting, 
or any adjournment, arranged in alphabetical 
order, with the address and the number of 
shares of stock held by each. This list of 
stockholders shall be kept on file at the home 
office of the association and shall be subject 
to inspection for any purpose germane to the 
meeting, by any stockholder of record or his 
agent at any time during usual business hours 
for a period of 20 days prior to such meeting. 
Such list shall also be produced and kept 
open at the time and place of the meeting and 
shall be subject to inspection by any 
stockholder of record during the entire time 
of the meeting. The original stock transfer 
book shall constitute prima facie evidence of 
the stockholders entitled to examine such list 
or transfer books or to vote at any meeting of 
stockholders. 

Section 8. Books and Records; Stockholder 
Access. Stockholder access to books and 
records shall be governed by § 543.9-3 of the 
Board's Federal Regulations (12 CFR 543.9-3) 
as now in effect or any successor provision 
thereto. 

Section 9. Quorum. A majority of the 
outstanding shares of stock of the association 
entitled to vote, represented in person or by 
proxy, shall constitute a quorum at a meeting 
of stockholders. If less than a majority of the 
outstanding shares of stock is represented at 
a meeting, a majority of the shares of stock so 
represented may adjourn the meeting from 
time to time without further notice. At such 
adjourned meeting at which a quorum shall 
be present or represented, any business may 
be transacted which might have transacted at 
the meeting as originally notified. The 
stockholders present at a: legal meeting may 
continue to transact business until 
adjournment, notwithstanding that the 
remaining stockholders constitute less than a 
quorum. 

If a quorum is present, the affirmative vote 
of the majority of the shares of stock 
represented at the meeting and entitled to 
vote on the subject matter shall be the act of 
the stockholders unless the vote of a greater 
number of stockholders or voting by classes 
is required by law or the charter. 

Section 10. Proxies. At all meetings of 
stockholders a stockholder may vote in 
person or by a duly authorized attorney in 
fact. Proxies may be given telephonically or 
electronically as long as the holder uses a 
reasonable procedure for identifying the 
stockholder. Proxies shall have been placed 
on file with the secretary of the association 
for verification, prior to the meeting. 
Notwithstanding § 569.3 of the Board's 
Insurance Regulations, 12 CFR 569.3, a proxy 
may designate as holder a corporation, 
partnership or company as defined in Part 
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574 of the Board's Insurance Regulations, 12, 
CFR Part 574. Proxies solicited on behalf of 
the managment shall be voted as directed by 
the stockholer or in the absence of such 
direction, as determined by a majority of the 
proxy committee, or in its absence, by the 
board of directors. No proxy shall be valid 


more than eleven months from the date of its ~ 


execution except for a proxy coupled with an 
interest. 

Section 11. Voting stock in the Name of 
Two or More Persons. When ownership 
stands in the name of two or more persons, in 
the absence of written directions to the 
association to the contrary, at any meeting of 
the stockholders of the association any one 
or mere of such stockholders may cast, in 
person or by proxy, all votes to which such 
ownership is entitled. In the event an attempt 
is made to cast conflicting votes, in person or 
by proxy, by the several persons in whose 
names shares of stock stand, the vote or 
votes to which those persons are entitled 
shall be cast as directed by a majority of 
those holding such and present in person or 
by proxy at such meeting, but no votes shall 
be cast for such stock if a majority cannot 
agree. 

Section 12. Voting Stock by Certain 
Holders. Stock standing in the name of 
another company may be voted by any 
officer, agent, or proxy as the bylaws of such 
company may prescribe, or in the absence of 
such provision, as the board of directors of 
such company may determine. Stock held by 
an administrator, executor, guardian, or 
conservator may be voted by that person, 
either in person or by proxy, without a 
transfer of such stock into his name. Stock 
held in the name of a trustee may be voted by 
him, either in person or by proxy, but no 
trustee shall be entitled to vote stock held by 
him without a transfer of such stock into his 
name. Stock held in the name of a receiver 
may be voted by such receiver, and stock 
held by or under the contro! of a receiver may 
be voted by such receiver without the 
transfer into his name if authority to do so is 
contained in an appropriate order of the court 
or other public authority by which such 
receiver was appointed. 

A stockholder whose stock is pledged shall 
be entitled to vote such stock until the stock 
has been transferred into the name of the 
pledgee, and thereafter the pledgee shall be 
entitled to vote the stock so transferred. 

Neither treasury shares of its own stock 
held by the association nor stock held by 
another company, if such other company is 
controlled by the association as defined in 
section 574 of the Board’s Insurance 
Regulations, 12 CFR 574, shall be voted at 
any meeting or counted in determining the 
total number of outstanding shares of stock at 
any given time for purposes of any meeting. 

Section 13. Cumulative Voting. Every 
stockholder entitled to vote at an election for 
directors shall have the.right to vote, in 
person or by proxy, the number of shares of 
stock owned by the stockholder for as many 
persons as there are directors to be elected 
and for whose election the stockholder has a 
right to vote, or to cumulate the votes by 
giving one candidate as many votes as the 
number of such directors to be elected 
multiplied by the number of shares of stock 


shali equal or by distributing such votes on 
the same principle among any number of 
candidates. 

Section 14. Inspectors of Election. In 
advance of any meeting of stockholers, the 
board of directors may appoint any persons 
other than nominees for office as inspectors 
of election to act at such meeting or any 
adjournment. The number of inspectors shall 
be either one or three. Any such appointment 
shall not be altered at the meeting. If 
inspectors of election are not so appointed, 
the chairman of the board or the president 
may, or on the request of not fewer than 10 
percent of the votes represented at the 
meeting shall, make such appointment at the 
meeting. If approinted at the meeting, the 
majority of the votes present shall determine 
whether one or three inspectors are to be 
appointed. In case any person appointed as 
inspector fails to appear or fails or refuses to 
act, the vacancy may be filled by 
appointment by the board of directors in 
advance of the meeting or at the meeting by 
the chairman of the board or the president. 

Unless otherwise prescribed by regulations 
of the Board, the duties of such inspectors 
shall include: Determining the number of 


shares of stock and the voting power of stock, 


the stock represented at the meeting, the 
existence of a quorum, and the authenticity, 
validity and effect of proxies; receiving votes, 
ballots, or consénts; hearing and determining 
all challenges and questions in any way 
arising in connection with the right to vote; 
counting and tabulating all votes or consents; 
determining the result; and such acts as may 
be proper to conduct the election or vote with 
fairness to all stockholders. 

Section 15. Nominating Committee. The 
board of directors or a committee of directors 
appointed by a majority of directors shall act 
as a nominating commitiee for selecting the 
management nominees for election as 
directors. Except in the case of a nominee 
substituted as a result of the death or 
incapacity of a management nominee, the 
nominating committee shall deliver written 
nominations to the secretary at least 20 days 
prior to the date of the annual meeting, Upon 
delivery, such nominations shall be posted in 
a conspicuous place in each office of the 
association. No nominating committee shall 
be voted upon at the annual meeting unless 
other nominations by stockholders of record 
are made in writing and delivered 10 days 
prior to the date of the annual meeting. Upon 
delievery, such nominations shall be pested 
in a conspicuous place in each office of the 
association. Ballots bearing the names of all 
persons nominated by the nominating 
committee and by stockholders shall be 
provided for use at the annual meeting. 
However, if the nominating committee shail 
fail or refuse to act at least 20 days prior to 
the annual meeting, nominations for directors 
may be made at the annual meeting by any 
stockholder entitled to vot2 and shall be 
voted upon. 

Section 16. New Business. Any new 
business to be taken up at the annual 
meeting. including any proposal to increase 
or decrease the number of directors, shall be 
stated jn writing and filed with the secretary 
of the association at least 10 days before the 
date of the annual meeting, and all business 
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so stated, proposed, and filed shall be 
considered at the annual meeting. Any 
stockholder may make any other proposal at 
the annual meeting and the same may be 
discussed and considered, but unless stated 
in writing and filed with the secretary at least 
10 days before the meeting, such proposal 
shall be laid over for action at an adjourned, 
special, or annual meeting of the stockholders 
taking place 30 days or more thereafter. This 
provision shall not prevent the consideration 
and approval or disapproval at the annual 
meeting of reports of officers, directors, and 
committees; but in connection with such 
reports, no new business shall be acted upon 
at such annual meeting unless stated and 
filed as provided in this section. 

Section 17. Informal action by 
stockholders. Any action required to be taken 
at a meeting of the stockholders, or any other 
action which may be taken at a meeting of 
stockholders, may be taken without a 
meeting if consent in writing, setting forth the 
action so taken, has been given by all of the 
stockholders entitled to vote with respect to 
the subject matter. 


Article i11—Board of Directors 


Section 1. General Powers. The business 
and affairs of the association shall under the 
direction of its board of directors. The board 
of directors shall annually elect a chairman 
of the board and a president from among its 
members and shall designate, when present, 
either the chairman of the board or the 
president to-preside at its meetings. 

Section 2. Number and term. The board of 
directors shall consist of —— members and 
shall be divided into three classes as nearly 
equal in number as possible. The members of 
each class shall be elected for a term of three 
years and until their successors are elected 
and qualified. One class shall be elected by 
ballot annually. 

Section 3. Regular Meetings. A regular 
meeting of the board of directors shal! be 
held without other notice than this bylaw 
immediately after, and at the same place as, 
the annual meeting of stockholders. The 
board of directors may provide, by resolution, 
the time and place for the holding of 
additional regular meetings without other 
notice than such resolution. 

Section 4. Qualification. Each director shall 
at all times be the beneficial owner of not 
less than 100 shares of capital stock of ihe 
association unless the association is a wholly 
owned subsidiary of a holding company. 

Section 5. Special Meetings. Special 
meetings of the board of directors may be : 
called by or at the request of the chairman of 
the board, the president, or one-third of the 
directors. The persons authorized to call 
special meetings of the board of directors 
may fix any place for holding any special 
meeting of the board of directors called by 
such persons. 

Members of the board of directors may 
participate in special meetings by means of 
conference telephone or similar 
communications equipment by which all 
persons participating in the meeting can hear 
each other. Such participation shall constitute 
presence in person for all purposes. 





Federal Register / Vol. 50, No. 247 / Tuesday, December 24, 1985 / Proposed Rules 


Section 6. Notice. Written notice of any 
special meeting shall! be given to each 
director at least 2 hours prior thereto when 
delivered personally or by telegram or at 
least five days prior thereto when delivered 
by mai} at the address at which the director 
is most likely to be reached. Such notice shall 
be deemed to be delivered when deposited in 
the mail so addressed, with postage prepaid 
if mailed, and when delivered to the 
telegraph company if sent by telegram. Any 
director may waive notice of any meeting by 
a writing filed with the secretary. The 
attendance of a director at a meeting shall 
constitute a waiver of notice of such meeting 
unless the director is attending the meeting 
for the express purpose of objecting to the 
transaction of any business: because the 
meeting is not lawfully called or convened. 
Neither the business to be transacted at, nor 
the purpose of, any meeting of the board of 
directors need be specified in the notice of or 
waiver of notice of such meeting. 

Section 7. Quorum. A majority of the 
number of directors fixed by section 2 of this 
Article IT shall constitute a quorum for the 
transaction of business at any meeting of the 
board of directors; but if less than such 
majority is present at a meeting, a majority of 
the directors present may adjourn the 
meeting from time to time. Notice of any 

_ adjourned meeting shall be given in the same 
manner as prescribed by section 6 of this 
Article if. : 

Section 8. Manner of Acting. The act of the 
majority of the directors present at a meeting 
at which a quorum is present shall be the act 
of the board of directors, unless a greater 
number is prescribed by regulation of the 
Board or by these bylaws. 

Section 9: Action Without a Meeting, Any 
actiom required or permitted to be taken by 
the board of directors at a meeting may be 
taken without a meeting if a consent in 
writing, setting forth the action so taken, shall 
be signed by all of the directors eligible to 
vetet#ereon. 

Section 10. Resignation. Any director may 
resign at any time by sending a written notice 
of such resignation to the home office of the 
association addressed to the chairman of the 
board or the president. Unless otherwise 
specified, such resignation shall take effect 
upon receipt by the chairman of the board or 
the president. More than three consecutive 
absences from regular meetings of the board 
of directors, unless excused by resolution of 
the board of directors, shall automatically 
constitute a resignation, effective when such 
resignation is accepted by the board of 
directors. 

Section 11. Vacancies. Any vacancy 
occurring on the board of directors may be 
filled by the affirmative vote of a majority of 
the remaining directors, although less than a 
quorum of the board of directors. A director 
elected to fill a vacancy shall be elected to 
serve until the next election of directors by 
the stockhelders. Any directorship to be filled 
by reason of an increase in the number of 
directors may be filled by election by the 
board ef directors for a term of office 
continuing only until the next election of 
directors by the stockholders. 

Section 12. Compensation..Directors, as 
such, may receive a stated salary: for their 


services. By resolution of the board of 
directors, 2 reasonable fixed sum and 
reasonable expenses of attendance, if any, 
may be allowed for attendance at each 
regular or special meeting of the board of 
diectors. Members of either standing or 
special committees may be allowed such 
compensation for attendance at committee 
meetings as the board of directors may 
determine. 

Section 13. Presumption of Absent. A 
director of the association who is present at a 
meeting of the board of directors at which 
action on any association matter is taken 
shall be presumed to have assented to the 
action taken unless his dissent or abstention 
shall be entered in the minutes of the meeting 
or unless he shall file a written dissent to 
such action with the person acting as the 
secretary of the meeting before the 
adjournment thereof or shal! forward such 
dissent by registered mail to.the secretary of 
the association within five days after the date 
a copy of the minutes of the meeting is 
received. Such right to dissent shall not apply 
to a director who voted in favor of such 
action. 

Section 14. Removal of Directors. At a 
meeting of stockholders called expressly for 
that purpose, any director may be removed 
only for cause by a vote of the holders of a 
majority of stock then entitled to vote at an 
election of directors. If less than the entire 
board is to be removed, no one of the 
directors may be removed if the votes cast 
against the removal would be sufficient to 
elect a director if cumulatively voted at an 
election of the class of directors of which 
such director is a part, where the 
association's stockholders: are permitted to 
vote cumulatively. Whenever the holders of 
the shares of stock of any class are entitled to 
elect one or more directors by the provisions 
of the association's charter or supplemental 
sections thereto, the provisions of this section 
shall apply, in respect to the removal of a 
director or directors so elected, to the vote of 
the holders of the outstanding shares of stock 
of that class and not to the vote of the 
outstanding shares of stock as a whole. 

In any solicitation of proxies for removal of 
a director by stockholder vote, opportunity 
must be provided to the director whose 
removal is sought to present a defense to 
stockholders: by means of a written statement 
not to exceed 500 words which must 
accompany or pecede the initial solicitation 


* for removal of such director. Such statement 


shall be made at the expense of the party 
seeking removal. For the purpose of this 
section, the term “cause” shall mean willful 
failure, neglect or refusal in any material 
respect to perform duties as a director or 
commission of any act of willful misconduct, 
self-dealing, malfeasance or gross negligence. 
Section 15. Age Limitation on Directors. No 
person [fill in any age, 70 or above] years of 
age shall be eligible for election, reelection, 
appointment, or reappeintment to the board 
of directors of the association. No director 
shall serve as such beyond the annual 
meeting of the association immediately 
following the directors becoming ffill in any 
age, 70 or above] except that a director 
serving on ffill in bylaw adoption date} may 
complete the term as director. This age 
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“imitation does not apply to an advisory 


director. 
Article |V—Exeeutive and Other Committees 


Section 1. Appointment. The board of 
directors, by resolution adopted by a majority 
of the full board, may designate the chief 
executive officer and two or more of the other 
directors to constitute an executive 
committee. The designation of any committee 
pursuant to this Article IV and the delegation 
of authority shall not operate to relieve the 
board of directors, or any director, of any 
responsibility imposed by law or regulation. 

Section 2. Authority. The executive 
committee; when the board of directors is not 
in session, shall have and may exercise all of 
the authority of the board directors except to 
the extent, if any, that such authority shall be 
limited by the resolution appointing the 
executive committee; and except also that the 
executive committee shall not have the 
authority of the board of directors with 
reference to: The declaration of dividends; 
the amendment of the charter or bylaws of 
the association, or recommending to the 
stockholders a plan of merger, consolidation, 
or conversion; the sale, lease, or other 
disposition of all or substantially all of the 
property and assets of the association 
otherwise than in the usual and regular 
course of its business; a voluntary dissolution 
of the association; a revocation of any of the 
foregoing; or the approval of a transaction in 
which any member of the executive 
committee, directly or indirectly, has any 
material beneficial interest. s 

Section 3. Tenure. Subject to the provisions 
of section 8 of this Article IV, each member of 
the executive committee shall hold office 
until the next regular meeting of the board of 
directors following his designation and until a 
successor is designated as a member of the 
executive committee. 

Section 4. Meetings. Regular meetings of 
the executive committee may be held without 
notice at such times and places as the 
executive committee may fix from time to 
time by resolution. Special meetings of the 


. executive committee may be called by any 


member thereof upon not less than one day's 
notice stating the place, date, and hour of the 
meeting, which notice may be written or oral. 
Any member of the executive committee may 
waive notice of any meeting and no notice of 
any meeting need be given to any member 
thereof who attends in person. The notice of 
a meeting of the executive committee need 
not state the business proposed to be 
transacted at the meeting. 

Section 5. Quorum. A majority of the 
members of the executive committee shall 
constitute a quorum for the transaction of 
business at any meeting thereof, and action 
of the executive committee must be 
authorized by the affirmative vote of a 
majority of the members present at a meeting 
at which a quorum is present. 

Section 6. Action without a meeting. Any 
action required or permitted to be taken by 
the executive committee at a meeting may be 
taken without a meeting if a consent in 
writing, setting forth the action so taken, shall 
be signed by all of the members of the 
executive committee eligible to vote thereon. 





Section 7. Vacancies. Any vacancy in the 
executive committee may be filled by a 
resolution adopted by a majority of the 
authorized board of directors. 

Section 8. Resignations and removal. Any 
member of the executive committee may be 
removed at any time with or without cause 
by resolution adopted by a majority of the 
authorized board of directors. Any member of 
the executive committee may resign at any 
time by giving written notice to the president 
or secretary of the association. Unless 
otherwise specified, such resignation shall 
take effect upon its receipt; the acceptance of 
such resignation shall not be necessary to 
make it effective. 

Section 9. Procedure. The executive 
committee shall elect a presiding officer from 
its members and may fix its own rules of 
procedure which shall not be inconsistent 
with these bylaws. It shall keep regular 
minutes of its proceedings and report the 
same to the board of directors for its 
information at the meeting held next after the 
proceedings shall have occurred. 

Section 10. Audit committee. The board of 
directors, by resolution adopted by a majority 
of the authorized board, shall appoint an 
audit committee of at least three directors the 
majority of whom shall be independent. A 
director shall be considered independent if he 
or she is neither employed by the association, 
its service corporation, its holding company 
or its affiliates nor serving as legal counsel or 
other professional advisor to the association, 
its service corporation, its holding company 
or its affiliates, nor is a member of the 
immediate family or a person serving in any 
of the foregoing capacities. The audit 
committee shall recommend independent 
auditors, consult with the independent 
autitors regarding the plan of audit, review 
the audit report in consultation with the 
independent auditors, and consult with the 
independent auditors regarding the adequacy 
of internal accounting controls. 

Section 11. Other committees. The board of 
directors may by resolution establish a loan 
committee or other committee composed of 
directors as it may determine to be necessary 
or appropriate for the conduct of the business 
of the association, and may prescribe the 
duties, membership, and procedures thereof. 


Article V—Officers 


Section 1. Positions. The officers of the 
association shall be president, one or more 
vice presidents, a secretary, and a treasurer, 
each of whom shall be elected by the board 
of directors. The board of directors may also 
designate the chairman of the board as an 
officer. The president shall be the chief 
executive officer, unless the board of 
directors designates the chairman of the 
board as chief executive officer. The 
president need not be a director of the 
association. The offices of the secretary and 
treasurer may be held by the same person 
and a vice president may also be either the 
secretary or the treasurer. The board of 
directors may designate one or more vice 
presidents as executive vice president or 
senior vice president. The board of directors 
may also elect or authorize the appointment 
of such other officers as the business of the 
association may require. The officers shall 


have such authority and perform such duties 
as the board of directors may from time to 
time authorize or determine. In the absence 
of action by the board of directors, the 
officers shall have such powers and duties as 
generally pertain to their respective offices. 
Section 2. Election and Term of Office. The 
officers of the association shall be elected 
annually at the first meeting of the board of 
directors held after each annual meeting of 
the stockholders. If the election is not held at 
such meeting, such election shall be held as 


. soon thereafter as possible. Each officer shall 


hold office until a successor has been duly 
elected and qualified or until the officer's 
death, resignation, or removal in the manner 
provided in this Article V. Election or 
appointment of an officer, employee, or agent 
shall not of itself create contractual rights. 
The board of directors may authorize the 
association to enter into an employment 
contract with any officer in accordance with 
regulations of the Board; but not such 
contract shall impair the right of the board of 
directors to remove any officer at any time in 
accordance with section 3 of this Article V. 

Section 3. Removal. Any officer may be 
removed by the board of directors whenever 
in its judgment the best interests of the 
association will be served thereby, but such 
removal, other than for cause, shall be 
without prejudice to the contractual rights, if 
any, of the person so removed. “Cause” with 
respect to removal of an officer shall have the 
same meaning as set forth in section 14 of 
Article III as applied to directors. 

Section 4. Vacancies. A vacancy in any 
office because of death, resignation, removal, 
disqualification, or otherwise may be filled 
by the board of directors for the unexpired 
portion of the term. 

Section 5. Renumeration. The renumeration 
of the officers shall be fixed from time to time 
by the board of directors. 

Section 6. Age Limitation for Officers. No 
person [fill-in any age, 70 or above] years of 
age shall be eligible for election, reelection, 
appointment, or reappointment as an officer 
of the association. No officer shall serve 
beyond the annual meeting of the association 
immediately following the officer becoming 
[fill in any age used above] except that an 
officer serving on [fill in bylaw adoption 
date] may complete the term. However, an 
officer shall, at the option of the Board, retire 
at age 65 if the officer has served in an 
executive or high policymaking post for at 
least two years immediately prior to 
retirement and is immediately entitled to non- 
forfeitable annual retirement benefits of at 
least [44,000 (1985) must be in 
accordance with the Age Discrimination in 
Employment Act]. 


Article VI—Indemnification of Directors, 
Officers, and Employees 


Section 1. General. The association may 
indemnify any person against whom an 
action is brought or threatened because that 
person is or was a director, officer or 
employee of the association or a director, 
officer or employee of any wholly-owned 
subsidiary, only as provided in this Article 
VI, for any amount for which that person 


_ becomes liable under a judgment or 


settlement in such action; and reasonable 
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costs and expenses, including attorney's fees, 


. actually paid or incurred by that person in 


defending or settling such action, or in 
enforcing his rights under this section if he 
obtains a favorable judgment in such action: 
Provided, that nothing herein shall authorize 
indemnification by the association of 
directors, officers or employees of affiliates, 
affiliated persons, or subsidiaries of the 
association for actions in their capacity as 
such unless such person was a director, 
officer or employee of a wholly-owned 
subsidiary. 

Section 2. Conditions. Indemnification may 
be made to a person described in Section 1 if 
final judgment on the merits is in his favor. In 
addition, in the case of settlement, final 
judgment against him or final judgment in his 
favor other than on the merits, 
indemnification may be made to a person 
described in Section 1 if it is determined that 
he was acting in good faith within the scope 
of his employment or authority as he could 
reasonably have perceived it under the 
circumstances and for a purpose he could 
reasonably have believed under the 
circumstances was in the best interests of the 
association, and, in the case of a criminal 
action, he had no reasonable cause to believe 
his conduct was unlawful. Such 
determination shall be made by the board of 
directors by a majority vote of a quorum 
consisting of disinterested directors, or if 
such a quorum is not obtainable, or, even if 
obtainable, a quorum of disinterested 
directors so directs, by the stockholders with 
only the shares of stock of disinterested 
stockholders allowed to vote or to be counted 
for purposes of determinating a quorum. 
However, no indemnification shall be made 
unless the association gives the Board at 
least 60 days’ notice of its intention to make 
such indemnification. Such notice shall state 
the facts on which action arose, the terms of 
any settlement, and any disposition of the 
action by a court. A copy of such notice, and 
a certified copy of the resolution containing 
the required determination by the board of 
directors, shall be sent to the Board in 
accordance with its regulations. No such 
indemnification shall be made if the Board or 
its designee advises the association in 
writing, within such notice period, of its 
objection thereto. In addition, when the 
action is brought or threatened by the 
association or on behalf of the association, 
indemnification shall be limited to 
reasonable costs and expenses as described 
in section 1. Under no circumstances may 
indemnification be made in connection with 
any claim, issue or matter with regard to 
which there has been a final judgment that 
the person was liable for negligence or 
misconduct in the performance of his duty to 
the association. 

Section 3. Insurance. An association may 
obtain insurance to protect it and its 
directors, officers and employees or the 
directors, officers and employees of a wholly- 
owned subsidiary from potential losses 
arising from claims against any of them for 
alleged wrongful acts, or wrongful acts 
committed in their capacity as directors, 
officers or employees: Provided, that the 
association may not obtain insurance which 
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provides fer payment of losses of any person 
incurred as a consequence of his willful or 
criminal misconduct. 

Section 4. Advance Payment of Expenses. 
If a majority of the disinterested directors of 
a majority of the disinterested stockholders 
of the association concludes that, in 
connection with an action, any person 
ultimately may become entitled to 
indemnification under this section, such 
directors or stockholders may authorize 
payment of reasonable costs and expenses, 
including attorneys’ fees, arising from the 
defense or settlement of such action. In any 
vote of the stockholders to authorize such 
advances,.only the shares of disinterested 
stockholders shall be voted or counted 
towards a quorum. Nothing in this section 
shall prevent the directors of an association 
from imposing such conditions on a payment 
of expenses as they deem warranted and in 
the interests of the association. Before 
making advance payment of expenses under 
this section, the association shall obtain an 
agreement in writing that the association will 
be repaid if the person on whose behalf 
payment is made is later determined not to 
be entitled to suct indemnification. 

Section 5. Indemnification. Nothing in this 
sectior shall authorize indemnification of 
directors, officers or employees, of the 
association when such indemnification would 
contravene public policy as expressed by 
federa! statutes or the regulations of the 
Board. 

Section 6 Exclusive of Provisions. No 
association shall indemnify any person 
referred toin section 1 of this Article or 
obtain insurance referred to im section 3 of 
this Article other than in accordance with 
this Article. 

Section 7. Definitions and Rules of 
Construction. Definitions: and rules: of 
construction for purposes of this: Article shall 
be im accordance with Board regulations on 
indemnification of directors, officers or 
employees. 


Article ViF—Contractors, Loans, Checks and 
Deposits 

Section 1. Contracts. To. the extent 
permitted: by regulations. of the Board, and 
except as otherwise prescribed by these 
bylaws with respect te-certificates for shares 
of stock, the board of directors may authorize 
any officer, employee, or agent of the 
association to enter into any contract or 
execute and deliver any instrument in the 
name of and on behalf of the association. 
Such authority may be general or confined to 
specific. instances. 

Section.2. Loans. No loans shall be 
contracted for on behalf of the association 
and no. evidence of indebtedness shall be 
issued. in. its name unless. authorized. by the 
board of directors. Such authority may be 
general or confined. to specific. instances. 

Section 3. Checks, Drafts, etc. All checks. 
drafts, or other orders for the payment of 
money, notes, or other evidences of 
indebtedness issued. in. the: name of the 
association shall be signed by one or more 
officers, employees or agents of the 
association in sueh manner as shall from time 
to time be determined by the board of 
directors. . 


Section 4. Deposits: All funds of the 
association not otherwise employed shall be 
deposited from time to time to the credit of 
the association in such duly authorized 
federally insured depositories as the board of 
directors may select. 


Article Vil—Certificates for Shares and 
Their Transfer 


Section 1. Certificate for Capital Stock. 
Certificates representing capital stock of the 
association shall be in @ form or ferms 
determined by the board of directors and 
approved by the Board. Such certificates 
shall be:signed by the chief executive officer 
or by any other officer of the association 
authorized by the board of directors, attested 
by the secretary or an assistant secretary, 
and sealed with the corporate seal or a 
facsimile thereof. The signatures of such 
officers upon a certificate may be facsimiles 
if the certificate is manually signed on behalf 
of a transfer agent or-a registrar other than 
the association itself or one of its employees. 
Each certificate for capital stock shall be 
consecutively numbered or otherwise 
identified. The name:and address of the 
person to whom the stock is issued, with the 
number of shares of stock and date of issue, 
shall be entered on the stock transfer books 
of the association. All certificates 
surrendered to the association for transfer 
shall be cancelled and no new certificate 
shall be issued until the former certificate for 
a like number of shares of stock has been 
surrendered and cancelled, except that im 
case of a lost or destroyed certificate, a new 
certificate may be issued: upon such terms 
and indemnity to the association as the: board 
of directors may prescribe. 

Section 2. Transfer of Capital Stock. 
Transfer of shares of capital stock of the 
association shall be made only on its stock 
transfer books. Authority for such transfer 
shall be given only by the holder of record or 
his legal representative who shall furnish 
proper evidence of such authority, or by his 
attorney authorized by a duly executed 
power of attorney and filed with the 
association. Such transfer shall be made only 
on surrender for cancellation of the 
certificate for such shares of stock. The 
person in whose name shares of capital stock 
are held on the books. of the association shall 
be deemed by the association to be the owner 
for all purposes. 


Article IX—Fiscal Year; Annual Audit 


The fiscal year of the association shall end 
on the —— of —— of each year. The 
association shal! be subject to.an annual 
audit as of the end of its fiscal year by 
independent public accountants. appointed by 
and responsible to the beard of directors. The 
appointment of such accountants. shall. be 
subject to annual ratification by the 
stockholders. 

Article X—Dividends 

Subject to the terms. of the association’ s: 
charter and the regulations and. orders of the 
Board, the beard. of directors. may, from: time 
to time, declare, and the association may pay, 
dividends: on iis outstanding: shares of capital 
stock. 
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Article XI—Corporate Seal 


The board of directors shall provide an 
association seal which shall be two 
concentric circles between which shall be the 
name of the association. The year of 
incorporation or an emblem may appear in 
the center. 


Article XII—Amendments. 


These bylaws may be amended in a 
manner consistent with regulations of the 
Board at any time by a majority vote of the 
full board of directors or by a majority vote 
of the votes cast by the stockholders. of the 
association at any legal meeting. 


2. Revise Part 544 as follows: 


PART 544—FEDERAL MUTUAL 
ASSOCIATIONS 


Sec. 
544.1 Procedures for organization of Federal 
~ mutual association; initial collection of 

pledged capital; organizational meeting. 

544.2 Powers of Federal mutual 
associations. 

544.3 Charters for Federal mutual 
association. 

544.4 Preapproved charter amendments. 

544.4-1 Additional charter provisions 
[Reserved] 

544.5 Procedures for ebtaining Board 
approval of charter amendments. 

544.6 Reissuance of charter. 

544.7 Bylaws. 

544.8 Effect of subsequent charter or by.aw 
amendment. 

544.9 Members’ meetings. 

5449-1 Voting by proxy. 

544.9-2 Communication between members. 

544.9-3 Annual. reports to members. 

544.10 Board of directors. 

544.10-1 Directors’ meetings. 

544.10-2 Directors’ conflict of interest. 

544.10-3 [Reserved] 

544.10-4 Officers. 

544.10-5. Indemnification. of directors, 
officers. and employees. 

544.71-544.12. [Reserved] 

544.13. Fiscal year, annual audit. 

544.14 Corporate procedures. 

544:15-544.19. [Reserved] 

544.20 Combinations mvalving Federal 
mutual associations. 

544.21 Merger or-consolidation. 

544.22-544.23 [Reserved] 

544.24 Articles of combination for merger or 
consolidation. 

544.25 Effective date; date of consummation 
for merger or consolidation. 

544.26 Continuity of corporate existence 
after merger or consolidation. 

544.27 [Reserved] 

544.28 Supervisory combinations. 

54429 {Reserved} 

544.30 Bulk purchase: er sale of assets. 

54431 [Reserved] 

544.32 Articles of combination for bulk 
purchase:or sale of assets. 

544.33 Effective date; date ef consummation 
for bulk purchase or sale of assets. 

544.34 Continuity of corporate existence 
after bulk purchase or sate of assets. 

544.35. [Reserved] 

544.36 Partial purchase or sale-of assets 
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Sec. 
544.37-544.39 [Reserved] 
544.40 Reorganization [Reserved] 
544.41-544.49 [Reserved] 
Dissolution. 
Voluntary dissolution. 
Approval by membrs of dissolution. 
Notice of dissolution. 
544.54 Procedure for dissolution after Board 
and member approval. 
544.55 Termination of corporate existence. 
544.56 Involuntary dissolution. 
544.57-544.59 [Reserved] 
544.60 Supervisory Waiver. 
Appendix A to Part 554—Model Bylaws for 
Mutual Associations. 
Authority: 12 U.S.C. 1464; Reorg. Plan No. 3 
of 1947, 3 CFR, 1943-1948 Comp., P. 1071. 


§ 544.1 Procedures for organization of 
Federal mutual association; initial collection 
of pledged capital; organizational meeting. 

(a) General. Applications for © 
permission to organize a Federal mutual 
association shall be subject to the 
provisions of §§ 542.1 through 542.12 of 
this Subchapter. 

(b) Znitial collection of pledged 
capital. No pledges may be collected 
until the organizers have received 
conditional approval of the application 
for permission to organize. Upon the 
conditional approval of an application 
for permission to organize a Federal 
mutual association and after the interim 
officers, directors, employees and agents 
have been bonded to the extent required 
by § 563.19 of this Chapter, such 
association shall proceed to collect its 
pledged capital. All money collected as 
pledges shall be placed in escrow with 
an independent financial institution 
insured by the Federal Savings and Loan 
Insurance Corporation or Federal 
Deposit Insurance Corporation until the 
association has received the certificate 
of authority specified in § 542.7 and, 
unless specifically approved by the 
Board consideration for the initial 
minimum capitalization shall consist of 
cash or tangible property to the extent 
investment in such property would be 
permitied to the association. 

(c) Organizational meeting. Within six 
months of receiving a certificate of 
authority to commence business the 
association shall provide notice, 
pursuant to § 544.9(a) of this Part, of a 
meeting of its members to elect a board 
of directors. Until such time, the interim 
board of directors shall be governed by 
the Model Bylaws. Immediately 
following such election, the directors 
shall meet to adopt permanent bylaws 
and to elect the officers of the 
association and to undertake any other 
action necessary to complete corporate 
organization. 


§ 544.2 Powers of Federal mutual 
associations. 

In addition to the authority contained 
in this Part and in its charter, a Federal 
mutual association may make any loan 
or investment or engage in any activity 
authorized for a Federal association in 
Parts 545, 550, 555, or 556 of this 
Subchapter or pursuant to the Home 
Owners’ Loan Act of 1933, as amended, 
or the successor provisions of any of the 


foregoing. 


§ 544.3 Charters for Federal mutual 
association. 

(a) Initial Charter. The charter of a 
Federal mutual association shall be in 
the form specified in paragraph (c) of 
this section and may also include any 
preapproved optional provision 
contained in § 544.4 of this Part. 

(b) Federal savings bank charter. A 
charter for a Federal mutual savings 
bank shall substitute the term “savings 
bank” for “association” and, for savings 
banks converting pursuant to §546.10 of 
this Subchapter shall include the 
following sentence at the end of Section 
4 of the charter set forth at paragraph (c) 
of this section; “In addition, the savings 
bank may make any investment and 
engage in any activity as may be 
specifically authorized by action of the 
Board, including authorization by 
delegated authority, in connection with 
action approving the issuance of the 
chapter.” 

(c) Federal mutual charter. The 
following is the standard form of 
Federal mutual charter. Associations 
may vary the wording of charters only in 
accordance with bracketed instructions. 


Federal Mutual Charter 


Section 1. Corporate title. The full 
corporate title of the association is : 

Section 2. Office. The home office shall be 
located at : 

Section 3. Duration. The duration of the 
association is perpetual. 

Section 4. Purpose and powers. The 
purpose of the association is to pursue any or 
all of the lawful objectives of a Federal 
mutual association chartered under section 5 
of the Home Owners’ Loan Act and to 
exercise all the express, implied, and 
incidental powers conferred thereby and by 
all acts amendatory thereof and 
supplemental thererto, subject to the 
Constitution and laws of the United States as 
they are now in effect, or as they may 
hereafter be amended, and subject to all 
lawful and applicable rules, regulations, and 
orders of the Federal Home Loan Bank Board 
(“Board”). 

Section 5. Capital. The association may 
raise capital by accepting payments on 
savings and demand accounts and by any 
other means authorized by the Board. 

Section 6. Members. All holders of the 
association's savings, demand, or other 
authorized accounts are members of the 
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association. In the consideration of all 
questions requiring action by the members of 
the association, each holder of an account 
shall be permitted to cast one vote for each 
$100, or fraction thereof, of the withdrawal 
value of the member's account. All accounts 
shall be nonassessable. Borrowers as of the 
date of this charter shall continue to have one 
vote for the period of time such borrowings 
are in existence. No member, however, shall 
cast more than 1000 votes. Voting may be by 
proxy, which is subject to the rules and 
regulations of the Board. 

[Associations adopting this charter with 
existing borrower members must 
“grandfather” those borrower members i.e. 
grant them voting rights, if they were 
members on the date of issuance of the new 
charter by the Board.]} 

Section 7. Directors. The association shall 
be under the direction of a board of directors. 
The authorized number of directors shall not 
be fewer than five nor more than fifteen 
persons, as fixed in the association’s bylaws, 
except that the number of directors may be 
increased to a number greater than fifteen 
with the prior approval of the Board or its 
delegate. 

[State-chartered savings banks converting 
to Federal savings banks may retain the term 
“trustees” and substitute such term 
throughout the charter and bylaws for the 
term “director,” and may include alternative 
provisions for the election and term of office 
of trustees so long as such provisions (1) are 
authorized by the Board, including 
authorization pursuant to delegated 
authority, and (2) provide for compliance 
with the standard provisions of this section 
no later than six years after conversion to a 
Federal association.} 

Section 8. Reserves, surplus, and 
distribution of earnings. The association shall 
maintain for the purpose of meeting losses 
the amount of general reserves that the Board 
requires for insurance of accounts referred to 
in the Board’s regulations as “regulatory net 
worth” or any successor term. Any losses 
may be charged against general reserves. The 
association shall distribute net earnings on 
its accounts on such basis and in accordance 
with such terms and conditions as may from 
time to time be authorized by the Board: 
Provided, that the association may establish 
minimum-balance requirements for accounts 
to be eligible for distribution of earnings. 

All holders of accounts of the association 
shall be entitled to equal distribution of 
assets, pro rata to the value of their accounts, 
in the event of voluntary or involuntary 
liquidation, dissolution, or winding up of the 
association. Moreover, in any such event, or 
in any other situation in which the priority of 
such accounts is in controversy, all such 
accounts shall, to the extent of their 
withdrawal value, be debts of the association 
having the same priority as the claims of 
general creditors of the association not 
having priority (other than any priority 
arising or resulting from consensual 
subordination) over other general creditors of 
the association. 

Section 9. Amendment of charter. Adoption 
of any preapproved charter amendment 
pursuant to § 544.4 or 546.10 of the Board's 
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regulations (12 CFR 544.4, 546.10)’or any 
successor provision shall be effective upon 
filing the amendment with the Board in 
accordance with regulatory procedures, after 
such preapproved amendment has been 
submitted to and approved by the members 
at a legal meeting. Any other amendment, 
addition, alteration, change, deletion to or 
repeal of this charter must be submitted to 
and preliminarily approved by the Board 
prior to submission to and approval by the 
members at a legal meeting. Any amendment, 
addition, alteration, change, deletion to or 
repeal so acted upop and approved shall be 
effective upon filing it with the Board in 
accordance with regulatory procedures. 
Attest: 

Secretary of the Association. 
By: ~ 
President or Chief Executive Officer of the 

Association. 

Federal Home Loan Bank Board. 
Attest: 
Secretary of the Board. 
By: 


Effective Date. 


§ 544.4 Preapproved charter amendmefits. 

This section constitutes preliminary 
approval by the Board of proposals to 
members by the board of directors of 
any Federal mutual association for the 
adoption or deletion of any of the 
following amendments to the cherter of 
a Federal mutual association, including 
the adoption of the Federal mutual 
charter as set forth in § 544.3(c) of this _ 
Part: Provided, that the association 
follows the requirements of its charter in 
adopting the amendments; and Provided 
further, that where a paragraph specifies 
wording for an amendment, such 
amendment uses the exact wording as 
specified in that paragraph. 

(a) Purposes and powers. Add a 
second paragraph to Section 4, as 
follows: 


Section 4. Purpose and Powers. * * * 

The association shall have the express 
power: (i) To act as fiscal agent of the United 
States when designated for that purpose by 
the Secretary of the Treasury, under such 
regulations as the Secretary may prescribe, to 
perform all such reasonable duties as fiscal 
agent of the United States as may be 
required, and to act as agent for any other 
instrumentality of the United States when 
designated for that purpose by any such 
instrumentality; (ii) To sue and be sued, 
complain and defend in any court of law or 
equity; (iii} To have a corporate seal, affixed 
by imprint, facsimile or otherwise; (iv) To 
appoint officers and agents as its business 
shall require and allow them suitable 
compensation; (v) To adopt bylaws not 
inconsistent with the Constitution or laws of 
the United States and rules and regulations 
adopted thereunder ana under this Charter; 
(vi) To raise capital, which shall be unlimited, 
by accepting payments on savings, demand, 
or other accounts, as are authorized by 
regulations made by the Board, and the 


holders of all such accounts or other accounts 
as shall, ic such extent as may be provided 


by such regulaticzs, be members of the 


association and shall have such voting rights 
and such other rights as are thereby 
provided; (vii) To issue notes, bonds, 
debentures, or other obligations, or securities, 
provided by or under any provision of 
Federal statute as from time to time is in 
effect; (viii) To provide for redemption of 
insured accounts; (ix) To borrow money 
without limitation and pledge and otherwise 
éncumber any of its assets to secure its debts; 
(x) To lend and otherwise invest its funds as 
authorized by statute and the rules and 
regulations of the Board; (xi) To wind up and 
dissolve, merge, consolidate, convert, or 
reorganize; (xii) To purchase, hold and 
convey real estate and personalty consistent 
with its objects, purposes, and powers; (xiii) 
to mortgage or lease any real estate and 
personalty and take such property by gift, 
devise, or bequest; and (xiv) To exercise all 
powers conferred by law. In addition to the 
foregoing powers expressly enumerated, this 
association shall have power to do all things 
reasonably incident to the accomplishment of 
its express objects and the performance of its 
express powers. 


(b) Title change. A Federal mutual 
association may amend its charter by 
substituting a new corporate title upon 
satisfaction of the requirements of this 
paragraph. Prior to submitting the 
proposed amendment to its members, 
the association shall file with the 
Supervisory Agent a written notice 
setting forth the proposed title. The 
Supervisory Agent shall provide to the 
association a timely written 
acknowledgment of receipt. If, within 30 
days of receipt of notice, the 
Supervisory Agent does not notify the 
association of his objection on the 
grounds set forth in § 542.2 of this 
Subchapter, the association may change 
its title by amending its charter in 
accordance with § 544.5(b) of this Part 
and the amendment provisions of its 
charter, except that an association 
chartered as a Federal savings and loan 
association may change its title to 
indicate that it is a Federal savings 
bank, and an association chartered as a 
Federal savings bank may change its 
title to indicate that it is a Federal 
savings and loan association, only 
pursuant to paragraph (d) of this section. 

(c) Change of location. A Federal 
mutual association that has complied 
with § 545.95 of this Subchapter may 
amend its charter by substituting a new 
home office in section 2. 

(d) Savings bank charter. A Federal 
mutual savings and loan association 
may amend its charter to read in the 
form of a Federal mutual savings bank 
charter as specified in § 544.3(b) of this 
Part and a Federal mutual savings bank 
may amend its charter to read in the 
form of a Federal mutual savings and 
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loan association charter: Provided, that 
such association complies with the 
requirements of § 546.10 of this 
Subchapter. 

(e) Mutual capital certificates. 
Renumber existing section 9 as section 
10, add new section 9 to read as set 
forth below, and add an additional 
provision to renumbered section 10 as 
provided below: 


Section 9. Mutual capital certificates. The 
association may issue mutual capital 
certificates pursuant to the rules and 
regulations of the Board. Subject to such rules 
and regulations and without the prior 
approval of the members, the board of 
directors of the association is authorized, by 
resolutions from time to time adopted by it, to 
provide in supplementary sections hereto for 
the issuance of mutual capital certificates 
and to fix and state the voting powers, 
designations, preferences, and the relative 
participating, optional, or other special rights 
of the certificates, and the qualifications, 
limitations, and restrictions thereon. 

Members of the association shall not be 
entitled to preemptive rights with respect to 
the issuance of mutual capital certificates, 
nor shall holders of such certificates be 
entitled to preemptive rights with respect to “ 
any additional issues of mutual capital 
certificates. 

Section 10. Amendment of charter. * * * 

{Additional provisions may be added to the 
section to grant holders of mutual capital 
certificates the right to vote on amendments, 
additions, alterations, changes, or repeal of 
the charter in any of the instances set forth in 
§ 563.7—4 of the Board’s regulations.] 

(f}) Maximum number of votes for 
members. A Federal mutual association 
may amend its charter by substituting 
1,000 votes per member in section 6. 


§ 544.4-1 Additional charter provisions. 
[Reserved] - - 


§ 544.5 Procedures for obtaining Board 
approval of charter amendments. 


(a) Procedure for obtaining 
preliminary approval of amendments. 
Preliminary approval is the approval 
required before submitting charter 
amendments to a vote of the members. 
Amendments iisted in § 544.4 are 
granted preliminary approval of the 
Board. The board of directors of a 
Federal mutual association may request 
preliminary approval of amendments to. 
the association's Federal mutual charter 
by filing with the Office of General 
Counsel, with a copy to the Supervisory 
Agent, a certified resolution of the board 
of directors proposing the amendment 
and setting forth the text of the 
amendment. Any such provision must be 
consistent with applicable statutes, 
regulations and Board policies. If the 
effect of the proposed amendment 
would be to render more difficult a 
change in control of the institution, the 


e 
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filing shall include an opinion, 
acceptable to the Board, or counsel 
independent from the association, 
demonstrating that the proposed charter 
provision is consistent with applicable 
statutes, regulations and Board policies 
and indicating whether such a provision 
would be permissible for a corporation 
incorporated under the laws of 
Delaware. Any amendment not 
consistent with regulations or policy of 
the Board need not be approved by the 
Board or its delegate, regardless of their 
purported permissibility under state law. 
The General Counsel or his designee has 
delegated authority to make 
determinations under this section and to 
grant or deny the preliminary approval 
of the Board for amendments to all 
Federal mutual charters. Upon making 
such a determination, the General 
Counsel shall notify the Supervisory 
Agent who shall forward a copy of that 
determination to the Association. 

(b) Procedures for obtaining final 
approval of amendments. Whenever a 
Federal mutual association whose 
charter specifies that amendments shall 
be effective upon filing completes the 
procedures mecessary to. amend its 
charter, or adds supplementary sections 
thereto, the association shall submit 
three signed copies of such amendment, 
along with a certification by the 
secretary of the association that the 
amendment is validly authorized and 
approved, to the Supervisory Agent, 
who shall return to the asseciation a 
signed copy of the charter amendment 
stamped to demonstrate its filing and 
forward one copy to the Office of 
District Banks. Such filing shall 
constitute filing with the Board for 
purposes of determining the 
effectiveness of the amendment. A 
Federal mutual association whose 
charter provides that any amendment 
shall be effective on the date it receives 
final approval of the Beard shall be 
deemed to have obtained such final 
approval on the date it files a copy of 
the properly adopted amendment what 
the Supervisory Agent in the manner 
specified in the first sentence of this 
paragraph {b). 


§ 5446 Reissuance of charter. 

A Federal mutual association that has 
amended its charter may apply to have 
its charter, including the amendments, 
reissued by the Board by filing thnee 
executed copies, with the signatures 
required under § 544.3 of this Part, with 
the Board’s Office of District Banks, 
with such supporfing documents as may 
be needed to demonstrate that the 
amendments were properly adepted. 
Supporting decuments shall include 
copies of the letters granting preliminary 


approval of the amendments and 
certifications regarding the vote of the 
members. The General Counsel or his . 
designee has delegated authority to sign 
on the Board's behalf charters submitted 
for reissuance pursuant to this 
paragraph. Following attestation by the 
Secretary to the Board or his designee, a 
copy shall be returned to the association 
with copies forwarded to the 
Supervisory Agent and the Office of 
District Banks. 


§ 544.7 Bylaws. . 

{a) General. At its first meeting 
following election by the members, the 
board of directors of a Federal mutual 
association shall adopt a set of bylaws 
for the administration and regulation of 
its affairs. Except as otherwise provided 
herein or in the charter, bylaws may be 
adopted, amended, or repealed by either 
a majority of the votes cast by the 
members at a legal meeting or a 
majority of the board of directors. The 
bylaws shall contain sufficient 
provisions to govern the association in 
accordance with the requirements of 
§ § 544.6 through 544.14 of this Part. 

{b) Permissible bylaws. The bylaws 
and all amendments thereto shall not 
contain any provision that és 
inconsistent with §§ 544.8 through 544.14 
or with other applicable laws, rules, 
regulations, the policies underlying such 
rules or the charter of the institution. 
Bylaw provisions that adopt the 
language of the Medel Bylaws set out in 
the Appendix to this Part shall be 
deemed to comply with the requinements 
of this section. 

(c) Effectiveness. Bylaws and 
amendments thereto that adopt the 
wording of the Model Bylaws in the 
Appendix shall be effective upon filing 
with the Supervisory Agent along with a 
statement that such provisions conform 
to the Model Bylaws. Bylaws and 
amendments that do not adopt the 
wording of the Model Bylaws shall not 
be effective unless approved by the 
Supervisory Agent. Approval by the 
Supervisory Agent shall constitute the 
approval of the Board for associations 
whose bylaws require such approval for 
amendment. The Supervisory Agent 
shall not accept any bylaw for 
amendments thereto for filing that do 
not conform to the Model Bylaws unless 
accompanied by an opinion of counsel 
independent from the association that 
states with specificity the reasons that 
such bylaws or amendments conform to 
the requirements of paragraph {b) of this 
section. Any bylaw or amendment 
whose effect would be to nender more 
difficult a change in control of the 
institution or which adversely affects 
the ability of members to participate in 
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the governance of the institution shall 
not be effective and shall be void unless 
such bylaw or amendment has been 
approved by the General Counsel or his 
designee. Any such provision must be 
filed with the Office of General Counsel, 
together with an opinion, acceptable to 
be Board, of counsel independent from 
the association, demonstrating that the 
proposed provision is consistent with 
applicable statutes, regulations and 
Board policies and indicating whether 
such provision would be permissible for 
a corporation incorporated under the 
laws of Delaware. The General Counsel 
may conditicn approval on the favorable 
vote of the members or such other 
conditions as he may deem appropriate. 

(d) Procedure. Three copies of all 
bylaws and amendments thereto shall 
be filed with the Supervisory Agent’with 
a copy of any required legal opinion and 
a certification from the secretary of the 
association stating such bylaws or 
amendments thereto were adopted by 
resolution of the board of directors or 
members by the requisite vote, who 
upon approval shall return one copy to 
the association, and forward one copy 
to the Office of District Banks, except 
that with respect to bylaws requiring the 
approval of the General Counsel, the 
association shall file two copies with the 
General Counsel.and one copy with the 
Supervisory Agent and upon approval 
the General Counsel shall return one 
copy to the Supervisory Agent who shall 
notify the association. 


§ 544.8 Effect of subsequent charter or 
bylaw amendment. 

Notwithstanding any subsequent 
change to its charter or bylaws, the 
authority of a Federal mutual 
association to engage in any transaction 
shall be determined only the 
association's charter or bylaws then in 
effect, unless otherwise provided by 
Federal law or regulation. 


§ 544.9 Members’ meetings. 


(a) Annual meetings of members. An 
association shall provide for and 
conduct an annual meeting of its 
members for the election of directors 
and at which any other business of the 
association may be conducted. Such 
meeting shall be held at such place as 
the board of directors may determine in 
the state in which the association has its 
principal place of business or im which 
the association maintains branches. 
Such annual meetings shall be held at a 
date and time within 150 days after the 
end of the association's fiscal year. At 
each annaul meeting, the officers shall 
make a full report of the financial... 
condition of the association and of its 
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progress for the preceding year and shall 
outline a program for the succeeding 
year. 

(b) Special meetings of members. 
Procedures for calling any special 
meeting of the members and for 
conducting such a meeting shall be set 
forth in the bylaws. The subject matter 
of such special meeting must be 
established in the notice for such 
meeting. The board of directors of the 
association or the holders of 10 percent 
or more of the votes eligible to be cast at 
a legal meeting shall be entitled to call a 
special meeting. 

(c) Notice of meeting of members. 
Notice specifying the date, time, and 
place of the annual or any special 
meeting and adequately describing any 
business to be conducted shall be 
published in the’ business section of a 
newspaper printed in the English 
language in the community in which the 
home office of the association is located 
for one day for each of two successive 
weeks immediately prior to the week in 
which such meeting shall convene. If it 
is determined that the primary language 
of a significant number of adult 
residents of the community is a language 
other than English, notice may be 
required to be published simultaneously 
in the appropriate language(s). Notice 
shall be published in manner that is 
conspicuous to the average reader. A 
similar notice shall be posted in a 
conspicuous place in each of the offices 
of the association during the 20 days 
immediately preceding the date on 
which such meeting shall convene. 
Notice may also be mailed, postage 
prepaid and delivered not fewer than 20 
or more than 50 days before the date of 
the meeting to each member of record at 
the last address appearing on the books 
of the association. When any annual 
meeting is adjourned for 30 days or 
more, notice of the adjournment shall be 
given as in the case of an original 
meeting. 

(d) Fixing of record date. For purpose 
of determining members entitled to 
notice of or to vote at any meeting of 
members or any adjournment thereof, or 
in order to make a determination of 
members for any other proper purpose, 
the bylaws shall provide for the fixing of 
a record date and a method for 
determining from the books of the 
association the members entitled to 

vote. Such date shall be not more then 
50 days nor fewer than 20 days prior to 
the date on which the action, requiring 
such determination of members, is to be 
taken. When a determination of 
members entitled to vote at any meeting 
of members has been made as provided 


in this section, such determination shall 
apply to any adjournment thereof. 

(e) Member quorum. Any number of 
members present and voting, 
represented in person or by proxy, at a 
properly called annual or special 
meeting of the members shall constitute 
a quorum. A majority of all votes cast at 
any meeting of the members shall 
determine any question. At any 
adjourned meeting any business may be 
transacted which might have been 
transacted at the meeting as originally 
ratified. The members present at a duly 
organized meeting may continue to 
transact business until adjournment. 

(f) Nomination for directors. The 
board of directors or a committee of 
directors appointed by a majority of the 
directors shall act as a nominating 
committee for selecting the management 
nominees for election as directors. 
Except in the case.of a nominee 
substituted as a result of death or other 
incapacity, such nominations shall be 
prominently posted in each office of the 
association at least 20 days prior to the 
date of the meeting. The bylaws shall 
provide that nominations for directors 
may be made at the annual meeting by 
any member of record and shall be 
voted upon, except that the bylaws may 
require that nominations by a member 
be submitted to the secretary and then 
prominently posted in each office of the 
association at least 10 days prior to the 
date of the annual meeting. 

(g) New business. Any new business 
to be taken up at the annual meeting 
shall be stated in writing and filed with 
the secretary of the association at least 
10 days before the date of the annual 
meeting, and all business so stated, 
proposed, and filed shall be considered 
at the annual meeting. No other proposal 
shall be acted upon at the annual 
meeting although it may, but need not, 
be discussed and considered; unless 
stated in writing and filed with the 
secretary at least 10 days before the 
meeting, such proposal shall be laid over 
for action at an adjourned, special, or 
next annual meeting of the members 
taking place 30 days or more thereafter. 
Nothing in this paragraph (g) shall 
prevent the consideration and approval 
or disapproval at the annual meeting of 
reports of officers, directors, and 
committees, but in connection with such 
reports, no new business shall be acted 
upon at such annual meeting unless 
stated and filed as provided in this 
paragraph. 


§ 544.9-1 Voting by proxy. 

(a) General. At all meetings of 
members a member may vote in person 
or by a duly authorized attorney: in fact. 
Proxies may be given telephonically or 
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electronically as long as the holder uses 
a procedure for identifying the member 
which is determined to be acceptable by 
the General Counsel or his designee. 
Proxies shall have been placed on file 
with the secretary of the association for 
verification prior to the meeting. 
Notwithstanding §569.3(b) of this 
Chapter, a proxy may designate as 
holder a corporation, partnership or 
company as defined in Part 574 of this 
Chapter. Proxies solicited on behalf of 
the management shall be voted as 
directed by the member or, in the 
absence of such direction, as determined 
by a majority of the proxy committee, or 
in its absence, by the board of directors. 
All proxies with a term greater than 
eleven months or solicited at the 
expense of the association must run to 
the board of directors as a whole, or to a 
committee of directors appointed by a 
majority of such board. 

(b) Other voting arrangements. (1) 
Accounts held by an administrator, 
executor, guardian or conservator may 
be voted by him, either in person or by 
proxy, without a transfer of such shares 
into his name. Accounts shown on the 
books of the association in the name of 
a trustee may be voted by such trustee, 
either in person or by proxy in 
accordance with the terms of the trust 
agreement, but no trustee shall be 
entitled to vote shares held by him 
without a transfer of such shares into 
his name. 

(2) Accounts held in the name of a 
receiver may be voted by such receiver, 
and accounts held by or under the 
control of a receiver may be voted by 
such receiver without the transfer 
thereof into his name if authority to do 
so is contained in an appropriate order 
by which such receiver was appointed. 

(3) A member whose shares are 
pledged shall be entitled to vote such 
shares until the shares have been 
transferred into the name of the piedgee, 
and thereafter the pledgee shall be 
entitled to vote the shares so 
transferred. 

(c) Joint accounts. (1) For voting 
purposes, funds in any type of joint 
account with identical joint or co- 


* tenants shall be entitled to not more 


than 1000 votes. If the joint or co-tenants 
are not indentical, each such joint 
account shall be entitled to not more 
than 1000 votes. 

(2) For voting purposes, a joint 
account shall be considered as being 
held by a single entity in undivided 
possession. Thus, only the entity rather 
than its joint owners may cast the votes 
to which the account is entitled. Nothing 
in this section, however, shall prevent 
the joint account from splitting the votes 





te which it is entitled as the joint owners 
may in writing agree. 

{3} If joint owners cannot agree on 
how to cast the votes of the joint 


account, neither the joint account or its 
joint owners shall be entitled to vote. 


§ 544.9-2 Communication between 
members. 

Provisions relating 1 communications 
between members shall be consistent 
with § 545.131 of this Subchapter. 
Notwithstanding any provision of this 
section or common law, no members or 
any other person shall have the right to 
obtain, inspect or copy any portion of 
any books or records of a Federal 
mutual association containing: {1) A list 
of depesitors in or borrowers from such 
association; (2) their addresses; {3} 
individual deposit or joan balances or 
records; er (4) any data from which such 
information could be reasonably 
constructed. 


§544.9-3 Annual reports to members. 


Provisions relating to annual reports 
to members shail be consistent with 
§ 545.115 of this Subchapter. 


§544.10 Board of directors. 


(2) General. All corporate powers 
shall be exercised by or under authority 
of, and the business and affairs of a 
Federal mutual association shall be 
managed under the direction of, a board 
of directors. Each director of the 
association shall be a member of the 
association. A majority of the Directors 
shall be independent as that term is 
defined in § 544.10-1{c}{2)}. The board of 
directors shall have authority to fix 
reasonable compensation of directors 
and authorize the reimbursement of 
expenses for actual attendance at any 
meeting of the board or its committee. 
The board of directors shail annually 
elect a chairman of the beard from 
among its members and shall designate 
the chairman of the beard, when 
present, to preside at its meetings. 

(b) Performance of duties. A director 
shall perform his duties as a director, 
including his duties as a member of any 
committee of the board upon which he 
may serve, in good faith, ina manner he’ 
reasonably believes to be in the best 
interests of the association, and with 
such care as a prudent persen in a like 
position would use under similar 
circumstances. In performing his duties, 
a director shal] be entitled toe rely on 
information, opinions, reports or 
statements, including financial 
statements and other financial data, 
prepared or giesented by: 

(1) One er more officers or employees 
of the association whom the director 


reasonably believes to be reliable and 
competent in the matters presented, 

{2} Counsel, public accountants or 
other persens as to matters which the 
director reasonably believes to be 
within such person's professional or 
expert conpetence, or 

(3) A committee of the board upon 
which he does not serve, duly 
designated in accordance with a 
provision of the bylaws, as to matters 
within its designated authority, which 
committee the director reasonably 
believes to merit confidence. ' 

(2} However, a director shall not be 
considered to be acting in geod faith if 
he has knowledge concerning the matter 
in question, or would have obtained 
such knowledge through the exercise of 
appropriate prudence and diligence, that 
could cause such reliance to be 
unwarranted. Reports should be 
reviewed by each director and verified, 
and if they appear questionable should 
not simply be accepted at face value. 

{c) Number and term. The beard of 
directors shall consist of not fewer than 
five nor more than fifteen members, 
except where authorized by the Board, 
which number shall be specified in the 
bylaws. The directors shail be divided 
into three classes as nearly equal in 
number as possible. The members of 
each class shail be elected for a term of 
three years and until their successors 
are elected and qualified. One class 
shall be elected by ballot annually 
except in the case of converting or de 
novo associations where ail directors 
shail be elected at the first election of 
directors for first terms which shall be 
staggered in length from one to three 
years. 

{d) Vacancies. Any vacancy occuring 
in the board of directors may be filled 
by the affirmative vote of a majority of 
the remaining directors even if they 
constitute less than a quorum of the 
board of directors. A director elected to 
fill a vacancy shall be elected to serve 
only until the next election of directors 
by the members. Any directorship to be 
filled by reason of an increase in the 
number of directers may be filled by 
election by the beard of directors for a 
term of office continuing only until the 
next election of directors by the 
members. 

{e) Resignation or removai of 
directors. {1) Any director may resign at 
any time by sending a written notice of 
such resignation to the home office of 
the association addressed to the 
chairman of the board or the president. 
Unless otherwise specified, such 
resignation shall take effect upon receipt 
by the chairman of the board or the 
president. More than three consecutive 
absences from regular meetings of the 
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board of directors, unless excused by 
resolution of the board of directors, shall 
automatically constitute a resignation, 
effective when such resignation is 
accepted by the borad of directors. 

(2) At 4 meeting of members called 
expressly for that purpose, any director 
may be removed only for cause by a 
vote of the majority of the shares then 
entitled to vote at an election of 
directors. 

{3} In any solicitation of proxies for 
removal of a director by member vote, 
opportunity must be provided to the 
director whose removal is sought to 


’ present a defense to members by means 


of a written statement not to exceed 500 
words which must accompany or 
precede the initial solicitation for 
removal of such director. Such 

statement shall be mailed at the expense 
of the party seeking removal. 

(4) For the purposes of this section, 
the term “cause” shall mean willful 
failure, neglect or refusal in any material 
respect to perform duties as a director or 
commission of any act of willful 
misconduct, self-dealing, malfeasance or 
gross negligence. The foregoing - 
description of cause shail in ne way 
limit the power of the Board of the 
Corporation to bring an action for 
removal under the National Housing 
Act, Home Owners’ Loan Act or other 
authority. 

(f) Age /imitation an directors. A 
Federal mutual association may provide 
in its bylaws that no person of an age 70 
years or older will be eligible for 
election, reelection, appointment, or 
reappointment to the board of directors 
of the association. The bylaws may also 
provide that no director shall serve as 
such beyond the annual meeting of the 
association immediately following the 
attainment of the specified age. 


/§$544.10-1 Director's meetings. 


(a) Meetings. A regular meeting of the 
board of directors shall be held 
immediately after, and at the same plae 
as, the annual meeting of the members. 
The board of directors shall determine 
the place, frequency, time, and 
procedure for notice of such meeting and 
other meetings of the board of directors. 
Notice of meetings shall be at least 24 
hours unless waived by the directors for 
regular meeting of the board of directors 
or any committee designated thereby. 
Members of the board of directors or 
any committee designated thereby may 
participate in a meeting of such board or 
committee by means of a conference 
telephone or similar communications 
equipment through which all persons 
participating in the meeting can hear 
each other at the same time, and 
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participation by such means shall 
constitute presence in person at a 
meeting for all purposes. 

(b) Quorum. A majority of the 
authorized number of directors shall 
constitute a quorum for the transaction 
of business at any meeting of the board 
of directors. The act of the majority of 
the directors present at a meeting at 
which a quorum is present shall be the 
act of the board of directors, unless a 
greater number is prescribed by 
regulation of the Board. 

(c) Executive and other committees. 
(1) General. The board of directors, by 
resolution adopted by a majority of the 
authorizéd number of directors, may 
designate from among its members an 
executive committee and one or more 
other committees each of which, to the 
extent provided in the resolution or 
bylaws of the association, shall have 
and may exercise all of the authority of 
the board of directors, except that no 
committee shall have the authority of 
the board of directors with reference to: 
(i) The amendment of he charter of 
bylaws of the association: {ii) 
recommending to the members a plan of 
combination or conversion; (iii) the 
approval of a plan of merger not 
requiring member approval; {iv} the sale, 
lease, or other disposition of all or 
substantially all-of the assets of the 
association otherwise than in the usual 
and regular course of its business; (v) a 
reduction in the capital of the 
association; (vi) a voluntary dissolution 
of the association; (vii) a revocation of 
any of the foregoing; or (viii) the 
approval of a transaction in which any 
member of the executive committee, 
directly or indirectly, has any material 
beneficial interest. The designation of 
any committee and the delegation of 
authority thereto shall not operate to 
relieve the board of directors, or any 
director, of any responsibility or 
fiduciary duty imposed by law or 
regulation. 

(2}:Audit committee. Each Federal 
mutual association shall appoint an 
audit committee of at least three 
directors the majority of whom shall be 
independent. A director shall be 
considered independent if he is neither 
employed by the association, its service 
corporation, or any person or persons 
deemed to control the association under 
§ 563.18-1 of this Chapter, or its 
affiliates or serving as legal counsel or 
other professional advisor to the 
association, its service corporation, or 
any person or persons deemed to control 
the association under Part 563, or its 
affiliates. The audit committee shal] 
recommend independent auditors, 
consult with the independent auditors 


regarding the plan of audit, review the 
audit report in consultation with the 
independent auditors, and consult with 
the independent auditors regarding the 
adequacy of internal accounting 
controls. 

(3) Investment Committee. Each 
Federal mutual association shall appoint 
an investment committee of at least 
three directors the majority of whom 
shall be independent, as defined in 
paragraph 2 of this section. The 


-independent directors shall be different 


persons from those serving on the audit 
committee.The investment committee 
will assess the credit and interest rate 
risk of the association and prepare 
reports on such risk for the board of 
directors. 

(d) Notice of special meetings. 
Written notice of at least 24 hours 
regarding any special meeting of the 
board of directors or of any committee 
designated thereby shall be given to 
each director or committee member in 
accordance with the bylaws, although 
such notice may be waived by the 
director. The attendance of a director at 
a meeting shall constitute a waiver of 
notice of such meeting, except where a 
director attends a meeting for the 
express purpose of objecting to the 
transaction of any business because the 
meeting is not lawfully called or 
convened. Neither the business to be 
transacted at, nor the purpose of, any 
meeting need be specified in the notice 
or waiver of notice of such meeting. 

(e) Action without a meeting. Any 
action required or permitted to be taken 
by the board of directors at a meeting 
may be taken without a meeting if a 
consent in writing, setting forth the 
action so taken, shall be signed by all of 
the directors. 

(f} Presumption of assent. A director 
of the association who is present at a 
meeting of the board directors at which 
action on any matter is taken shall be 
presumed to have assented to the action 
taken unless his dissent or abstention 
shall be entered in the minutes of the 
meeting or unless a written dissent to 
such action shalt be filed with the 
person acting as the secretary of the 
meeting before the adjournment thereof 
or shall be forwarded by registered mail 
to the secretary of the association 
within five days after the date on which 
a copy of the minutes of the meeting is 
received. Such right to dissent shall not 
apply to a director who voted in favor of 
such action. 


§ 544.10-2 Directors’ conflicts of interest. 
(a) General. No contract or other 
transaction between a Federal mutual 
association and one or more of its 
directors, or between a Federal mutual 
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association and any corporation, firm or 
association in which one or more of the 
association's directors has a material 
financial interest, is either void or 
voidable because such director or 
directors or such other corporation, firm 
or association are parties or because | 
such director or directors are present at 
the meeting of the board or a committee 
thereof which authorizes, approves or 
ratifies the contract or transaction; 
Provided, that 

(1) The material facts regarding the 
transaction and the director’s interest 
therein are fully disclosed or known to 
the members and such contract or 
transaction is approved by the members 
with the eligible votes of the interested 
director or directors not entitled to vote 
on or be counted for purposes of 
determining a quorum, and the contract 
or transaction is just and reasonable as 
to the association at the time it is 
authorized, approved or ratified; or 

(2) The material facts regarding the 
transaction and the director’s interest 
herein are fully disclosed or known to 
the board or committee, and the board 
or committee authorizes, approves or 
ratiifies the contract or transaction in 
good faith by a vote sufficient without 
counting the vote of the interested 
director or directors, and the contract or 
transaction is just and reasonable as to 
the association at the time it is 
authorized, approved or ratified. 

(b) Interested directors. A mere 
common directorship does not constitute 
a material financial interest within the 
meaning of this section. Nor is a director 
“interested” within the meaning of this 
section in voting upon a resolution fixing 
the compensation of another director as 
a director, officer or employee of the 
association, notwithstanding the fact 
that the first director is also receiving 
compensation from the association. 

(c} Presence of interested directors at 
meeting. Except with regard to other 
transactions addresed in paragraph {a) 
of this section, no contract or other 
transaction between a Federal mutual 
association and any corporation or 
association of which one or more of its 
directors are directors is either void or 
voidable because such director or 
directors are present at the meeting of 
the board or a committee thereof which 
authorizes, approves or ratifies the 
contract or transaction: Provided, that 

(1} The material facts regarding the 
transaction and such director's other 
directorship are fully disclosed or 
known to the board or committee, and 
the board or committee authorizes, 
approves or ratifies the contract or 
transaction in good faith by a vote 
sufficient without counting the vote of 





the interested director or directors, or 
the contract or transaction is approved 
by the members; or 

(2) The contract or transaction is just 
and reasonable to the association at the 
time it is authorized, approved or 
ratified. 

(d) Determining a quorum. Interested 
directors may be counted in determining 
the presence of a quorum at a meeting of 


the board or a committee thereof which ° 


authorizes, approves or ratifies a 
contract or transaction. 

(e) Transactions with affiliates. 
Compliance with this section shall not 
affect the right of the Board or the 
Corportion to object to the contract or 
transaction under §§ 563.40 through 
563.44, § 584.3, or any other section of 
this Chapter or any other law or 
regulation. 


§544.10-3 [Reserved] 


§ 544.10-4 Officers. 


(2) Positions. The officers of the 
association shall be a president, one or 
more vice presidents, a secretary, and a 
treasurer or comptroller, each of whom 
shall be elected by the board of 
directors. The board of directors may 
also designate the chairman of the board 
as an officer. The president shall be the 
chief executive officer, unless the board 
of directors designates the chairman of 
the board as chief executive officer. The 
president need not be a director of the 
association. The offices of the secretary 
and treasurer may be held by the same 
person and a vice president may also be 
either the secretary or the treasurer. The 
board of directors may designate one or 
more vice presidents as executive vice 
president or senior vice president. The 
board of directors may also elect or 
authorize the appointment of such other 
officers as the business of the 
association may require. The officers 
shall have such authority and perform 
such duties as the board of directors 
may from time to time authorize or 
determine. In the absense of action by 
the board of directors, the officers shall 
have such powers and duties as 
generally pertain to their respective 
offices. 

(b) Removal. Any officer may be 
removed by the board of directors 
whenever in its judgment the best 
interests of the association will be 
served thereby; but such removal, other 
than for cause, shall be without 
prejudice to the contractual rights, if 


any, of the person so removed. “Cause” - 


shall mean willful failure, neglect, or 
refusal in any material-respect to 
perform duties as an officer or 
commission of any act of willful 


misconduct, self-dealing, malfeasance or 


gross negligence. ; 
(c) Employment contracts. Upon 


_ specific approval of the board of 


directors, a Federal mutual association 

“may enter into employment contracts 
with its officers and other employees in 
accordance with § 563.39 of this 
Chapter. 

(d) Age limitation on officers. A 
Federal mutual association may provide 
in its bylaws that no person of an age 70 
years or older will be eligible for 
election, reelection, appointment or 
reappointment as an officer of the 
association. The bylaws may also 
provide that no officer shall serve as’ 
such beyond the annual meeting of the 
association immediately following the 
attainment of the specified age. 


§ 544.10-5 indemnification of directors, 
officers and employees. 

A Federal mutual association may 
indemnify its directors, officers and 
employees and directors, officers and 
employees of any wholly-owned 
subsidiary, provided that 
indemnification may be made only in 
accordance-with the following 
requirements: 

(a) General. Subject to the provisions 
of this section, a Federal mutual 
association may indemnify any person 
against whom an action is brought or 
threatened because that person is or 
was a director, officer or employee of 
the association or any wholly-owned 
subsidiary for: 

(1) Any amount for which that person 
become liable under a judgment or 
settlement in such action; and 

(2) Reasonable costs and expenses, 
including attorney's fees, actually paid 
or incurred by that person in defending 
or settling such action or in enforcing his 
rights under this section if he obtains a 
favorable judgment in such action; 
Provided, that nothing in this section 
authorizes indemnification by a Federal 
mutual association of directors, officers 
or employees of affiliates, affiliated 
persons, or subsidiaries of the 
association for actions in their capacity 
as such except as provided in this 
section. 

(b) Conditions. (1) Favorable 
Judgment. Indemnification may be made 
to a person described in paragraph (a) of 
this section if final judgment on the 
merits is in his favor. 

(2) No favorable judgment. 
Indemnification may be made to a 
person described in paragraph (a) if 
final judgment is not in his favor, but 
only as provided in this paragraph (b). 

(i) General. In the case of settlement, 
final judgment against the person, or 
final judgment in his favor other than on 
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the merits, indemnification may be 
made if it is determined that the person 
was acting in good faith within the 


’ scope of his employment or authority as 


he could reasonably have perceived it 
under the circumstances and for a 
purpose he could reasonably have 
believed under the circumstances was in 
the best interests of the association or 
its members and, in the case of a 
criminal action, he had no reasonable 
cause to believe his conduct was 
unlawful. Such determination shall be 
made by the board of directors by a 
majority vote of a quorum consisting of 
disinterested directors. However, in no 
case shall any indemnification be made 
unless the association gives the Board at 
least 60 days’ notice of its intentions to 
make such indemnification. Such notice 
shall state the facts on which the action 
arose, the terms of any settlement, and 
any disposition of the action by a court. 
A copy of such notice, and a certified 
copy of the resolution containing the 
required determination by the board of 
directors, shall be sent to the Office of 
Examination and Supervision, the Office 
of General Counsel] and the Supervisory 
Agent. The Supervisory Agent shall 
promptly acknowledge receipt thereof. 
The notice period shall run from the 
date of such receipt. No such 
indemnification shall be‘made if the 
Board or its designee advises the 
association in writing, within such 
notice period, of its objection thereto. 
The Office of Examination and 
Supervision with the concurrence of the 
Office of General Counsel has delegated 


’ authority to make a determination under 


this paragraph (b)(2)(i). 

(ii) Action by or on behalf of the 
association. In addition to the 
requirements of paragraph (b)(2)(i), 
when the action is brought or threatened 
by the association or on behalf of the 
association indemnification shall be 
limited to reasonable costs and 
expenses as described in paragraph 
(a)(2) of this section, and no 
indemnification shall be made in 
connection with any claim, issue or 
matter for which there has been a final 
judgment that the person was liable for 
negligence or misconduct in the 
performance of his duty to the 
association. : 

(c) Insurance. An association may 
obtain insurance to protect it and its 
directors, officers and employees or the 
directors, officers and employees of its 
wholly-owned subsidiaries from 
potential losses arising from claims 
against any of them for alleged wrongful 
acts, or wrongful acts committed in their 
capacity as directors, officers or 
employees. However, associaiions may 
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not obtain insurance which provides for 
payment of losses of any person 
incurred as a consequence of his willful 
or criminal misconduct.. 

(d} Advanced payment of expenses. If 
a majority of the disinterested directors 
of an association concludes that, in 
connection with an action, any person 
ultimately may become entitled to 
indemnification under this section, the 
directors may authorize payment of 
reasonable costs and expenses, 
including attorneys’ fees, arising from 
the defense or settlement of such action. 
Nothing in this paragraph (d) shall 
prevent the directors of an association 
from imposing such conditions on a 
payment of expenses as they deem 
warranted and in the interests.of the 
association. Before making advance 
payment of expenses under this 
paragraph, the association shall obtain 
an agreement in writing that the 
association will be repaid if the person 
on whose behalf payment is made is 
later determined not to be entitled to 
such indemnification. 

(e) Prohibited indemnification. 
Nothing in this section shall authorize or 
require the Board to-approve 
indemnification of directors, officers or 
employees of the association when such” 
indemnification would contravene 
public policy as expressed by Federal 
statutes or the regulations of the Board. 

(f) Exclusiveness of provisions. No 
association shall indemnify any person 
referred to in paragraph (a) of this 
section or obtain insurance referred to 
in paragraph (c) of this section other 
than in accordance with this section. 
However, an association which had a 
bylaw in effect on October 1, 1969, 
relating to indemnification of its 
personne! shall be governed solely by 
that bylaw, is such is still in effect, 
except that the association's authority to 
obtain insurance shall be governed by 
paragraph (c) of this section. 

(g) Definitions and rules of 
construction. (1) Definitions fer 
purposes of this section: 

(i) Action. Any judicial or 
administrative proceeding or threatened 
proceeding, whether civil, criminal, or 
otherwise, incuding any appeal or other 
proceeding for review; 

(ii) Court. Includes, without.limitation, 
any court to which or in which any 
appeal or any proceeding for review is 
brought; 

(iii) Disinterested. When applied to 
members or a director, a person not 
named as party to the action in 
connection with which indemnification 
or advancement of expenses is sought; 

(iv) Final judgment. A judgment, 
decree, or order which is not appealable 


or as to which the period for appeal has 
expired with no appealtaken; 

(v) Settlement. Includes entry of a 
judgment or dismissal by consent or 
confession or a plea of guilty or nolo 
contendere. 

(2) References in this section to any 
individua) or other person, including any 
association, shall include any person 
acting as administrator, executor, 
guardian, conservator, trustee, legal 
representative, successor and assign 
thereof. 


§ 544.11-544.12 [Reserved] 


$544.13 Fiscal year; annual audit. 

The bylaws of a Federal mutual 
association shall specify the fiscal year 
for the association. The association 
shall be subject to an annual audit as of 
the end of its fiscal year by independent 
public accountants appointed by and 
responsible to the board of directers. 
The appointment of such accountants 
shall be.subject to annual ratification by 
the members. 


§ 544.14 Corporate procedures. 

{a} Execution of instruments, 
generally. The board of directors shal} 
establish procedures for the execution, 
verification, acknewledgment, and 
delivery of instruments or writings of 
any nature. 

(b) Sea/. The association may have a 
corporate seal, which may be modified 
from time to time, and may use the same 
by causing it, or a facsimile thereof, to 
be impressed or affixed or in any other 
manner reproduced. 

(c) MisceHaneous. The bylaws may 
also address subjects which comply 
with applicable Federal law, rules, or 
reguiations such as emergency 
preparedness or any other subjects 
necessary or appropriate for effective 
operation of the association. 


§ 544.15-544.19 [Reserved] 


§ 544.20, Combinations involving Federal 
mutual associations. 


Federal mutual associations may 
enter into combinations, which for the 
purposes of this Part include bulk 
purchase or sale of assets, mergers and 
consolidations, only in accordance with 
the provisions of this Part. 


§ 544.21 Merger or consolidation. 

(a) Permissible mergers or 
consolidation. Federal mutual 
associations may merge or consolidate 
with other associations: Provided, that— 

(1} All constituent associations have 
accounts insur€d by the Federal Savings 
and Loan Insurance Corporation, except 
for Federal associations the deposits of 
which are insured by the Federal 


Deposit Insurance Corporation, (2) if any 
constituent is a mutual association, the 
resulting association shall be mutually 
held, except in cases involving 
supervisory combinations, mergers 
approved under Part 563b of this 
Chapter or combinations in which one of 
the constituents, is an interim Federal 
association or an interim state 
institution, and (3} as to any constituent 
association which is not a Federal + 
association, the merger is in accordance 
with the laws of the jurisdiction in 
which the association was organized. 

(b) Board approval. Prior written 
approval of the Board is required for 
every combination. In determining 
whether to confer such approval, the 
Board shall apply the criteria set out in 
§ 571.5 of this Chapter and shall impose 
any condition it deems necessary or 
appropriate to ensure conformity with 
those criteria and the requirements of 
this Chapter. Prior written approvai of 
the Federal Deposit Insurance 
Corporation is required for every 
combination involving a Federal 
association insured by the Federal 
Deposit Insurance Corporation. - 

(c) Approval by the Board's Principal 
Supervisory Agent. (1) The specific 
approval of the Board {including 
recommending modifications of the 
combination agreement) required by 
paragraph (b) of this section may be 
given by the Board's Principal 
Supervisory Agent in accordance with 
the conditions set forth in § 563.22 of 
this Chapter. 

(2) In approving a merger under 
paragraph {c) of this section, the 
Principal Supervisory Agent may 
approve maintenance of an office of the 
merging association as a facility of the 
resulting association and may approve a 
temproary increase in the number of 
directors of the resulting association, 
provided that the association submits an 
acceptable plan for bringing the board of 
directors into compliance with the 
requirements of § 544.3 of this 
Subchapter within a reasonable period 
of time. 

(a) Approva? of board of directors. 
Before filing for Board approval, the 
combination and the combination 
agreement shall be approved by each 
constituent association's board of 
directors: (1) By a two-thirds vote of the 
entire board of each Federal! association, 
and (2) as required by state law or other 
applicable law for other constituents. 

{e) Approval by members. 
Notwithstanding any other provision of 
this part, the Board may require that a 
plan or merger be submitted to the 
voting members of any of the 
associations at.a duly called meeting{s) 
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and that the plan to be effective, be 
approved by them. 

(f) Conservator or receiver action. A 
conservator or receiver for an 
association appointed under Part 547 of 
this Subchapter may merge the 
association with another under § 544.21 
without submitting the combination 
agreement to the association's board of 
directors or members for their approval. 

{s) Combination agreement. (1) All 
ternis, conditions, agreements, 
understandings, or other provisions with 
respect to the combination, shall be set 
forth fully in a written combination 
agreement. 

(2) The combination agreement shall 
specify: (i) Which association will be the 
resulting association; (ii) the name it will 
use; (iii) the location of its home office 
and branch offices; (iv) the bases on 
which its savings accounts will be 
issued; and (v) the number of its 
directors and their names, addresses, 
and length of their terms. 

(h) Corporate title; change of location. 
If a combination agreement provides for 
the resulting association's name or 
location to be changed, and it is a 
Federal association, its charter shall be 
amended accordingly. 

(i) Application for Board approval. (1) 
Contents. Applications shall be in a 
form prescribed by the Board and shall 
include appropriate information 
responsive to the factors enumerated in 
§ 571.5. 

(2) Filing requirement. Constituent 
associations shall file three copies of the 
application prepared pursuant to this 
section with the Supervisory Agent. The 
combination agreement for a bulk 
purchase of assets shall state the 
information required by § 544.21(g)(2) of 
this subchapter. Applicants shall also 
comply with section 7A of the Clayton 
Act (15 U.S.C. § 18A) and regulations 
issued thereunder (16 CFR Parts 801, 
802, and 803). 

(j) Notice.—{1) Public Notice. 
Constituent associations shall jointly 
publish notice pursuant to § 542.4 of this 
Subchapter, except that the required 
newspaper publication of notice shall be 
made in the communities in which the 
home offices of the constiuent 
associations are located. Promptly after 
joint publication the constituent 
associations shall jointly file with the 
Supervisory Agent a copy of the notice 
and publisher's affidavit of publication. 

(2) Procedure. Processing of an 
application under this section shall 
follow the procedures set forth in 
paragraph (i)(1) and in §§ 542.4(b) and 
542.4{c) of this Subchapter: Provided, 
that in the case of mergers involving an 
interim Federal association or an interim 
state institution where the disappearing 


institution is immediately acquired 
under Part 574.4, instead of the public 
notice procedures of paragraph (j)(1), the 
public notice procedures of Part 574 
shall be applicable. 

(3) Supervisory exception. This 
paragraph {j) does not.apply to 
combination instituted for supervisory 
reasons, - 


§ 544.22-544.23 [Reserved] 


§ 544.24 Articles of combination for 
merger or consolidation. 
(a} Contents. Articles of combination 

shall be executed in duplicate by each 
association, by its chief executive officer 
or executive vice president and by its 
secretary or an assistant secretary, and 
verified by one of the officers of each 
association signing such articles, and 
shall contain the terms of the 
combination agreement (either set forth 
or attached as an exhibit). 

(b) Filing. Both sets of articles of 
combination shall be filed with the 
Supervisory Agent who shall, if he finds 
that such articles conform to the 
requirements of this regulation, endorse 
the articles and return one set to the 
resulting association. 


§ 544.25 Effective date; date of 
consummation for merger or consolidation. 

(c) Effective date. No combination 
under this section shall be effective until 
approved by the Board or its delegate. 
The effective date of a combination in 
which the resulting association is a 
Federal mutual association shall be the 
date of endorsement of the articles of 
combination by the Supervisory Agent. 
A later effective date, up to 90 days after 
the date of approval of the combination, 
may be requested by the applicant as 
part of the application subject to 
approval by the Board or its delegate. 
The effective date of a combination in 
which the resulting association is not a 
Federal association shall be a date 
subsequent to Board approval 
prescribed by the law of the state under 
which the resulting associated is 
chartered, or other applicable law. If a 
disappearing association combining 
under this section is a Federal 
association, its charter shall be deemed 
to be cancelled as of the effective date 
of the combination; such charter shall be 
surrendered to the Supervisory Agent at 
the time of filing of the articles of 
combination. 

(b) Date of consummation. No 
combination under this section may be 
concluded until all necessary 
complianée materials, as required by 
any conditions to the resohition 
approving such consummation by the 
Board or its delegate, have been 
submitted to the satisfaction of the 
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Supervisory Agent. The effective date 
and the date of consummation may be 
simultaneous only if the above noted 
materials have been submitted to and 
approved by the Supervisory Agent. 
Until the compliance materials have 
been submitted to and approved by the 
Supervisory Agent, the Board or its 
delegate shall have the right to alter, 
suspend or withdraw its approval 
should any interim development be 
deemed by the board or its delegate to 
be a material change in circumstances 
warranting such action. 


§ 544.26 Continuity of corporate existence 
after merger or consolidation. 

On the effective date of a combination 
in which the resulting association is a 
Federal association, all assets arid 
property (real, personal, and mixed, 
tangible, and intangible, choses in 
action, rights and credits) of the 
association shall immediately, without 
any further act, become the property of 
the resulting association to the same 
extent as they were the property of the 
disappearing association, and the 
resulting association shall be a 
continuation of the entity which 
absorbed the association. All rights, 
obligations, duties and liabilities of the 
association shall remain unimpaired, 
and the resulting association shall, on 
the effective date of the combination, 
succeed to all those rights an 
obligations. ‘ 


§ 544.27 [Reserved] 


§ 544.28 Supervisory Combinations. 


Notwithstanding anything in this Part, 
the Board may determine to waive or 
deem inapplicable any provision of 
§§ 544.21-544.27 if the Board determines 
that severe financial conditions exist 
that threaten the stability of such an ~ 
association and that such action is likely 
to improve the financial condition of the 
association, or to avert insolvency or 
imminent failure of an association as 
defined in § 541.3 of this Subchapter. For 
purposes of such action under § 5(d) of 
the Home Owners’ Loan Act, the term 
“member” shall include the members as 
defined in the charter of a Federal 
mutual association. The term 
“insolvency” shall mean that the assets 
of the association are less than its 
obligation to it creditors and others, 
including its depositors. 


§ 544.29 [Reserved] 


§ 544.30 Bulk purchase or sale of assets. 


(a) Permissible bulk purchase of 
assets. Federal mutual associations may 
enter into bulk purchase-of-asset 
transactions as transferee with other 
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entities: Provided, that (1) all transferor 


entities are depository institutions, and — 


(2) the transferee Federal mutual 
association (i) will meet the. 
requirements of Federal Home Loan 
Bank membership and insurance of 
accounts after the transaction; and (ii) 
conforms, within the.time prescribed by 
the Board, to the requirements of section 
5(c) of the Home Owners’ Loan Act. 

(b) Permissible bulk sale of assets. 
Federal mutual associations may enter 
into bulk sales of assets transactions as 
transferor only in connection with 
combinations instituted for supervisory 
reasons. 

(c) Bulk purchase or sale of assets 
defined: A purchase or sale of assets by 
a Federal mutual association shall be 
deemed a bulk purchase or sale if it 
involves the acquisition or disposition 
by a Federal mutual institution of all or 
substantially all of the association's 
assets other than in the ordinary course 
of business, An acquisition or 
disposition shall be deemed to involve 
substantially all of an association's 
assets if the association's and its 
subsidiaries’ net book value of the 
assets to be acquired or disposed or the 
amount paid or to be received by the 
association exceeds fifty percent of the 
total assets of the association and its 
subsidiaries prior to the acquisition or 
disposition. 

(d) Board approval. Prior written 
approval of the Board is required for 
every bulk purchase of assets. In 
determining whether to confer such 
approval, the Board shall apply the 
criteria set out in § 571.5 of this Chapter 
and shall impose any condition it deems 
necessary or appropriate to ensure 
conformity with those criteria and the 
requirements of this Chapter. Prior 
written approval of the Federal Deposit 
Insurance Corporation is required for 
every combination involving both a 
Federal association insured by the 
Federal Deposit Insurance Corporation 
and an association not insured by such 
Corporation. 

(e) Approval by the Board's Principal 
Supervisory Agent—The specific 
approval of the Board (including 
recommending modifications of the 
combination agreement) required by 
paragraph (b) of this section may be 
given by the board’s Principal 
Supervisory Agent in accordance with 
the conditions set forth in § 563.22 of 
this Chapter. 

(f) Approval of board of directors. 
Before filing for Board approval of a 
bulk purchase of assets, the combination 
shall be approved by. each constituent 
association's board of directors: (1) By a 
two-thirds vote of the entire-board of 
each Federal association, and (2) as 


required by state law or other applicable 
law for other constituents. 

(g) Combination agreement. (1) All 
terms, conditions, agreements, 
understandings, or other provisions with 


. respect to a combination involving a 


bulk purchase of assets shall be set forth 
fully in a written combination 
agreement. 

(2) The combination agreement for a 
bulk purchase of assets shall state the 
information required by § 544.21(g)(2). 

(h) Application for Board approval. 
Application for Board approval of a bulk 
purchase of assets shall follow the 
procedures of § 544.21(i). 

(i) Notice. Notice requirements for a 
bulk purchase of assets shall follow the 
procedures of § 544.21(j). 


§ 544.31 [Reserved] 


§ 544.32 Articles of combination for bulk 
purchase or sale of assets. 

Articles of combination for a bulk 
purchase of assets shall be executed 
pursuant to § 544.24 of this Part. 


$544.33 Effective date; date of 
consummation for bulk purchase or sale of 
assets. 

The effective date and the date of 
consummation for a bulk purchase or 
sale of assets shall be determined 
pursuant to § 544.25 of this Part. 


§ 544.34 Continuity of corporate existence 
after bulk purchase or sale of assets. 

The continuity of corporate existence 
of a Federal mutual association shall not 
be affected by a bulk purchase or sale of 
assets. 


§ 544.35 [Reserved] 


§ 544.36 Partial purchase or sale of 
assets. 

(a) General. A purchase or sale of 
assets by a Federal mutual association 
shall be considered a partial purchase or 
sale of assets if the transaction involves 
the acquisition or disposition by the 
Federal mutual association of assets, 
other than in the ordinary course of 
business, in any amount which is less 
than “all or substantially all of the 
associations assets” as defined in 
§ 544.30(c). 

(b) Percentage of assets test. A partial 
purchase or sale by a Federal mutual 
association shall not be deemed to 
involve all or substantially all of the 
association's assets if the association’s 
and its subsidiaries’ equity in the net 
book value of such assets to be acquired 
or disposed or the total amount paid or 
received for such acquisition or 
disposition does not exceed fifty percent 
of the total assets of the association and 
its subsidiaries prior to the purchase or 
sale, except where the purchase or sale 
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is part of an overall plan contemplating 
the sale or purchase of greater than fifty 
percent of the total assets of the 
association and its subsidiaries. Partial 
purchases or sales of assets shall be - 
governed by § 563.22 of this Chapter. 


§$ 544.37-544.39 [Reserved] 
$544.40 Reorganization [Reserved] 
§ 544.41-544.49 [Reserved] 


$544.50 Dissolution. 


Federal mutual associations may 
voluntarily dissolve themselves only in 
accordance with the provisions of this 
Part. 


§ 544.51 Voluntary dissolution. 


(a) Plan for dissolution. A Federal 
mutual association’s board of directors 
may propose a plan for dissolution of 
the association. The plan shall be 
approved by a two-thirds vote of the 
authorized number of directors. The 
plan may provide for (1) appointment of 
the Federal Savings and Loan Insurance 
Corporation (under section 5 of the 
Home Owners’ Loan Act or section 406 
of the National Housing Act as receiver 
for the purpose of liquidation; (2) 
transfer of all the association’s assets to 
a depository institution under Federal or 
State charter either for cash sufficient to 
pay all obligations of the association 
and retire all outstanding accounts.or in 
exchange for that institution’s payment 
of all the association's outstanding 
obligations or other evidence of interest 
to the association’s accountholders on a 
pro rata basis; or (3) dissolution in a 
manner proposed by the directors which 


' they consider best for all concerned. The 


plan, and a statement of reasons for 
proposing dissolution and for proposing 
the plan, shall be submitted to the Board 
for approval. 

(b) Board approval. The Board may 
approve the plan if the Board believes 
dissolution is advisable and the plan 
best for all concerned, but if the Board 
considers the plan inadvisable, the 
Board may either make 
recommendations to the association 
concerning the plan or disapprove the 
plan. 


§ 544.52 Approval by members for 
dissolution. 


When a plan of dissolution is 
approved by the association's board of 
directors and by the Board, the plan 
shall be submitted to the association’s 
members at a legal meeting, and shall 
become effective when approved by the 
affirmative vote of two-thirds of the 
votes present at a legal meeting. 





§ 544.53 Notice of dissolution. 

(a) Notice to creditors. Upon filing of 
a plan of dissolution with the Board, the 
dissolving association shall immediately 

~ cause notice thereof to be mailed to 

each known creditor of the association. 

(b) Notice to accountholders. Notice 
of the members’ affirmative vote to 
approve the plan of dissolution shall be 
furnished to any affected accountholder 
pursuant to § 565.5 of this Subchapter. 


§ 544.54 Procedure for dissolution after 
Board and member approval. 

Upon approval of the plan of 
dissolution by the Board and a vote of 
members, the di ing association 
shall immediately proceed to collect its 
assets, convey and dispose of its 
properties pay, satisfy and discharge its 
liabilities and obligations, and do all 
other acts required to liquidate its 
business and affairs, and after paying or 
adequately providing for the payment of 
all its obligations and liabilities, 
distribute the remainder of its assets, 
either in cash or in kind, among its 
members according to their respective 
rights and preferences. 


(a) Completion of dissolution. After 
dissolution in accordance with the plan, 
a certificate evidencing dissolution, 
supported by such evidence as the 
Board may require, shall immediately be 
filed with the Board. When the Board 
receives such evidence satisfactory to it 
will terminate the corporate existence of 
the dissolved association and the 
association's charter shal! thereby be 
cancelled. 

(b) Continuation of corporate 
existence after dissolution. Any 
association dissolving in accordance 
with this Part shall nevertheless 
continue its corporate existence for a 
period of three years from such 
dissolution, or for such longer period as 
the Board in its discretion may direct, 
solely for the purposes of prosecuting 
and defending legal actions, suits, or 
proceedings, whether civil, criminal or 
administrative, brought by or against 
such association, settling and closing 
business, disposing of or otherwise 
conveying property and discharging 
liabilities, but not for the purpose of 
‘ continuing the business for which the 
association was organized. Any 
association dissolved pursuant to this 
Part shall, with respect to any action, 
suit or proceeding, whether civil, 
criminal er administrative, brought by or 
against such association, either prior to 
or within three years of the date of its 
dissolution, be deemed to continue its 
corporate existence beyond the three- 


year period until any and _all final 
judgments, orders or decrees in“ 
connection with such action, suit.or 
proceeding have been fully executed. 


§ 544.56 involuntary dissolution. 
Notwithstanding the foregoing 
provisions of this Part, the Board may 
determine to waive or deem 
inapplicable any provision of §§ 544.51- 
544.55 of this Part for dissolutions 
instituted for supervisory reasons or 
pursuant to Part 547 of this Subchapter. 


§ 544.57-544.59 [Reserved] 


§ 544.60 Supervisory waiver. 

Notwi ing the foregoing 
provisions of Part 544, the Board may 
determine to waive or deem 
inapplicable any provision of §§ 544.1- 
544.59 of this Part to facilitate: (1) An 
acquisition to prevent the failure of an 
institution chartered by the Board or 
insured by the Corporation; or (2) a 
transfer of accounts in payment of 
insurance; or, (3) for supervisory reasons 
or pursuant to Part 574 of this 
Subchapter. 


Appendix A to Part 544 Model Bylaws for 
Mutual Associations 


Article i—Home Office 


The home office of the association shall be 
at———-in the County of ——, in the State 
of. ‘ 


Article II—Members 


Section 1. Place of Meetings. Ali annual 
and special meetings of members shail be 
held at the home office of the association or 
at such other place in the state in which the 
principal place of business of the association 
is located or in which the association 
maintains branches, as the board of directors 
may determine. 

Section 2. Annual Meeting. A meeting of 
the members of the association for the 
election of directors and for the transaction 
of any other business of the association shall 
be held annually within 150 days after-the 
end of the association's fiscal year on 
the-———of ———is not a legal holiday, and 
if a legal holiday, then on thenext day 
following which.is net a legal holiday, 
at . or at such other date and time 
within such 150-day period as the board of 
directors may determine. 

Section 3. Special Meetings. Special 
meetings of the members for any purpose or 
purposes, unless otherwise prescribed by the 
regulations of the Federal Home Loan Bank 
Board (“Board”) (which as hereinafter used 
includes the Federal Savings and Loan 
Insurance Corporation), may be called at any 
time by the chairman of the board, the 
president, or a majority of the board of 
directors, and shall be called by the chairman 
of the board, the president, or the secretary 
upon the written request of the holders of not 
less than one-tenth of all of the votes eligible 
to be cast at a legal meeting. Such written 
request shall state the or purposes of 
the meeting and shall be delivered to the 


Federal Register { Vol. 50, No. 247 / Tuesday, December 24, 1985 / Proposed Rules 


home office of the association addressed to 
the chairman of the board, the president, or 
the secretary. 

Section 4. Conduct of Meetings. Annual 
and special meetings shall be conducted in 
accordance witf the most current edition of 
Robert's Rules of Order unless otherwise 
prescribed by regulations of the Board or 
these bylaws. The board of directors shall 
designate, when present, either the chairman 
of the board or president, if the president is a 
director, to preside at such meetings. 

Section 5. Notice of Meeting. Written 
notice stating the place, day, and hour of the 
meeting and the purpose(s) for which the 
meeting is called shall be published in the 
business section of a newspaper printed in 
the English language in the community in 
which the home office of the association is 
located for one day for each of two 
successive weeks immediately prior to the 
week in which the meeting shall convene. If it 
is determined that the primary language of a 
significant number of adult residents of the 
community is .a language other than English, 
notice may be required to be published 
simultaneously in the appropriate language. 
Notice shail be published ina manner that is 
conspicuous to the average reader. A similar 
notice shall be posted in a conspicuous place 
in each office of the association during the 20 
days immediately preceding the date on 
which the meeting shall convene. Notice may 
also be mailed, postage prepaid and 
delivered not fewer than 20 or more than 50 
days prior to the date of the meeting, to each 
member of record at the last address 
appearing on the books of the association. 
When any members’ meeting, either annual 
or special, is adjourned for 30 days or more, 
notice of the adjourned meeting shall be 
given as in the case of an original meeting. It 
shall not be necessary to give any notice of 
the time and place of any meeting adjourned 
for fewer than 30 days or of the business to 
be transacted at the meeting, other than an 
announcement at the meeting at which such 
adjournment is taken. d 

Section 6. Fixing of Record Date. For the 
purpose of determining members entitled to 
notice of or to vote at any meeting of 
members or any adjournment, or in order to 
make a determination of members for any 
other proper purpose, the board of directors 
shall fix in advance a date as the record date 
for any such determination of members. Such 
date in any case shall be not more than 50 
days nor fewer than 20 days prior to the date 
on which the particular action requiring such 
determination of members is to be taken. 
When a determination of members entitled to 
vote at any meeting of members has been 
made as provided in this section, such 
determination shail apply to any 
adjournment. 

Section 7. Quorum. Any number of 
members present and voting, represented in 
person or by proxy, shall constitute a quorum 
at a properly called meeting of members. A 
majority of all votes cast at any meeting shall 
determine any question. At any adjourned 
meeting any business may be transacted 
which might have been transacted at the 
meeting as originally notified. The members 
present at a duly organized meeting may 
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continue to transact business until 
adjournment. 

Section 8. Proxies. At all meetings of 
members a member may vote in person or by 
a duly authorized attorney in fact. Proxies 
may be given telephonically or electronically 
as long as the holder uses a reasonable 
procedure for identifying the member. Proxies 
shall have been placed on file with the 
secretary of the association for verification, 
prior to the meeting. Nothwithstanding 
§ 569.3(b) of the Board’s Insurance 
Regulations, 12 CFR 569.3, a proxy may 
designate as holder a corporation, 
partnership or company as defined in Part 
574 of the Insurance Regulations, 12 CFR Part 
574. Proxies solicited on behalf of the 
management shall be voted as directed by 
the member or, in the absence of such 
direction, as determined by a majority of the 
proxy committee or, in its absence, by the 
board of directors. All proxies with a term 
greater than eleven months or solicited at the 
expense of the association must run to the 
board of directors as a whole, or to a 
committee of directors appointed by a 
majority of the authorized board of directors. 

Section 9. Joint accounts. When ownership 
stands in the name of two or more persons, ‘in 
the absence of written directions to the 
association to the contrary, at any meeting of 
the members of the association, any one or 
more of such members may cast, in person-or 
by proxy, all votes to which such ownership 
is entitled. Nothing in this section shall 
prevent the joint owners from splitting their 
votes if written direction has been provided 
to the association prior to the meeting. In the 
event an attempt is made to cast conflicting 
votes, in person or by proxy, by the several 
persons in whose names the account(s) are 
held, the vote or votes to which those persons 
are entitled shall not be cast. 

Section 10. Voting by Certain Holders. 
Accounts will in the name of another 
company may be voted by any officer, agent, 
or proxy as the bylaws of such company may 
prescribe, or, in-the absence of such 
provisions, as the board of directors of such 
company may determine. Accounts held by 
an administrator, executor, guardian, or 
conservator may be voted by that person, 
either in person or by proxy, without a 
transfer of such shares into his name. 
Accounts held in the name ofa trustee may 
be voted by him, either in person or by proxy, 
but no trustee shall be entitled to vote 
accounts held by him without a transfer or 
such shares into his name. Accounts held in 
the name of a receiver may be voted by such 
receiver, and accounts held by or under the 
control of a receiver may be voted by such 
receiver without the transfer into his name if 
authority to do so is contained in an 
appropriate order of the court or other public 
authority by which such receiver was 
appointed, 

A member whose accounts are pledged 
shall be entitled to vote such accounts until 
the accounts have been transferred into the 
name of the pledgee, and thereafter the 
pledgee shall be entitled to vote the accounts 
so transferred. 

Section 11. Communication Between 
Members. Communications between 
inembers shall be subject to § 545.131 of the 


Board's regulations (12 CFR 545.131) as now 
in effect or any successor provision. 
Notwithstanding any provision of this section 
or common law, no member or any other 
person shall have the right to obtain, inspect 
or copy a portion of any books or records of a 
Federal mutual association containing: (1) A 
list of depositors in or borrowers from such 
association; (2) their addresses; (3) individual 
deposit or loan balances or records; or (4) 
any data from which such information could 
be reasonably constructed. 

Section 12. Inspectors of Election. In 
advance of any meeting of members, the 
board of directors may appoint any persons 
other than nominees for office as inspectors 
of election to act at such meeting or any 
adjournment. The number of inspectors shall 


be either one or three. Any such appointment. 


shall not be altered at the meeting. If 
inspectors of election are not so appointed, 
the chairman of the board or the president 
may, or on the request of not fewer than 10 
percent of the votes eligible to be cast-at the 
meeting shall, make such appointment at the 
meeting. If appointed at the meeting, the 
majority of the votes present shall determine 
whether one or three inspectors are to be 
appointed. In case any person appointed as 
inspector fails to appear or fails or refuses to 
act, the vacancy may be filled by 
appointment by the board of directors in 
advance of the meeting or at the meeting by 
the chairman of the board or the president. 

Unless otherwise prescribed by regulations 
of the Board, the duties of such inspectors 
shall include: Determining the number of 
members and the voting power of each 
member, the members represented at the 
meeting, the existence of a quorum, and the 
authenticity, validity and effect of proxies; 
receiving votes, ballots, or consents; hearing 
and determining all challenges and questions 
in any way arising in connection with the 
right to vote; counting and tabulating all 
votes or consents; determining the result; and 
such acts as may be proper to conduct the 
election or vote with fairness to all members. 

Section 13. Nominating Committee. The 
board of directors or a committee of directors 
appointed by a majority of the authorized 
board of directors shall act as a nominating 
committee for selecting the management 
nominees for election as directors. Except in 
the case of a nominee substituted as a result 
of death or the incapacity of a management 
nominee, the nominating committee shall 
deliver written nominations to the secretary 
at least 20 days prior to the date of the 
annual meeting. Upon delivery, such 
nominations shall be posted in a conspicuous 
place in each office of the association. No 
nominations for directors except those made 
by the nominating committee shall be voted 
upon at the annual meeting unless other 
nominations by members are made in writing 
and delivered to the secretary 10 days prior 
to the date of the annual meeting. Upon 
delivery, such nominations shall be posted in 
a conspicuous place in each office of the 
association. Ballots bearing the names of all 
persons nominated by the nominating 
committee and by members shall be provided 
for use at the annual meeting. However, if the 
nominating committee shall fail or refuse to 
act at least 20 days prior to the annual 
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meeting, nominations for directors may be 
made at the annual meeting by any member 
entitled to vote and shall be voted upon. 

Section 14. New Business. Any new 
business to be taken up at the annual 
meeting, including any proposal to increase 
or decrease the number of directors, shall be 
stated in writing and filed with the secretary 
of the association at least 10 days before the 
date of the annual meeting, and all business 
so stated, proposed, and filed shall be 
considered at the annual meeting. Any 
member may make any other proposal at the 
annual meeting and the same may be 
discussed and considered, but unless stated 
in writing and filed with the secretary at least 
10 days before the meeting, such proposal 
shall be laid over for action at an adjourned, 
special, or annual meeting of the members 
taking place 30 days or more thereafter. This 
provision shall not prevent the consideration 
and approval or disapproval at the annual 
meeting of reports of officers, directors, and 
committees; but in connection with such 
reports, no new business shall be acted upon 
at such annual meeting unless stated and 
filed as provided in this section. 


Article I1/—Board of Directors 


Section 1. General Powers. The business 
and affairs of the association shall be under 
the direction of its board of directors. The 
board of directors shall annually elect a 
chairman of the board and a president from 
among its members and shall designate, 
when present, either the chairman of the 


- board or the president to preside at its 


meetings. 

Section 2. Number and Term. The board of 
directors shall consist of members and 
shall be divided into three classes as nearly 
equal in number as possible. The members of 
each class shall be elected for a term of three 
years and until their successors are.elected 
and qualified. One class shall be elected by 
ballot annually. 

Section 3. Regular Meetings. A regular 
meeting of the board of directors shall be 
held without other notice than this bylaw 
immediately after, and at the same place as, 
the annual meeting of members. The board of 
directors may provide, by resolution, the time 
and place for the holding of additional 
regular meetings without other notice than 
such resolution. 

Section 4. Qualification. Each director shall 
at all times be a member of the association. 

Section 5. Special Meetings. Special 
meetings of the board of directors may be 
called by or at the request of the chairman of 
the board, the president, or one-third of the 
directors. The persons authorized to call 
special meetings of the board of directors 
may fix any place for holding any special 
meeting of the board of directors called by 
such persons. 

Members of the board of directors may 
participate in special meetings by means of 
conference telephone or similar 
communications equipment by which all 
persons participating in the meeting can hear 
each other. Such participation shail constitute 
presence in person for all purposes. 

Section 6. Notice. Written notice of any 
special meeting shall be given to each 
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director at least 24 hours prior thereto when 
delivered personally or by telegram or at 
least five days prior thereto when delivered 
by mail at the address at which the director 
is most likely to be reached. Such notice shall 
be deemed to be delivered when deposited in 
the mail so addressed, with postage prepaid 
if mailed, and when delivered to the 
telegraph company if sent by telegram. Any 
director may waive notice of any meeting by 
a writing filed with the secretary. The 
attendance ef a director at a meeting shall 
constitute a waiver of notice of such meeting 
unless the director is attending the meeting 
for the express purpose of objecting to the 
transaction of any business because the 
meeting is not lawfully called or convened. 
Neither the business to be transacted at, nor 
the purpose of, any meeting of the board of 
directors need be specified in the notice of or 
waiver of notice of such meeting. 

Section 7. Quorum. A majority of the 
number of directors fixed by section 2 of this 
Article Hf shall constitute a quorum for the 
transaction of business at any meeting of the 
board of directors; but if less than such 
majority is present at a meeting, a majority of 
the directors present may adjourn the 
meeting from time to time. Notice of any 
adjourned meeting shall be given in the same 
manner as prescribed by section 6 of this 
Article I. 

Section 8. Manner of Acting. The act of the 
majority of the directors present at a meeting 
at which a quorum is present shall be the act 
of the board of directors, unless a greater 
number is prescribed by regulation of the 
Board or by these bylaws. 

Section 9. Action Without a Meeting. Any 
action required or permitted to be taken by 
the board of directors at a meeting may be 
taken without a meeting if a consent in 
writing, setting forth the action se taken, shall 
be signed by all of the directors, eligible to 
vote thereon. 

Section 10. Resignation. Any director may 
resign at any time by sending a written notice 
of such resignation to the home office of the 
association addressed to the chairman of the 
board or the president. Unless otherwise 
specified, such resignation shall take effect 
upon receipt by the chairman of the board or 
the president. More than three consecutive 
absences from regular meetings of the board 
of directors, unless excused by resolution of 
the board of directors, shall automatically 
constitute a resignation, effective when such 
resignation is accepted by the board of 
directors. 

Section 11. Vacancies. Any vacancy 
occurring on the board of directors may be 
filled by the affirmative vote of a majority of 
the remaining directors, although less than a 
quorum of the board of directors. A director 
elected to fill a vancancy shall be elected to 
serve until the next election of directors by 
the members. Any directorship to be filled by 
reason of an increase in the number of 
directors may be filled by election by the 
board of directors for a term of office 
continuing only until the next election of 
directors by the members. 

Section 12. Compensation. Directors, as 
such, may receive a stated salary for their 
services. By resolution of the board of 
directors, a reasonable fixed sum, and 


reasonable expenses of attendance, if any, 
may be allowed for attendance at each 
regular or special meeting of the board of 
directors. Members of either standing or 
special committees may be allowed 
compensation and reasonable expenses of 
attendance for attendance at committee 
meetings as the board of directors may 
determine. 

Section 13. Presumption of Assent. A 
director of the association who is present at a 
meeting of the board of directors at which 
action on any association matter is taken 
shall be presumed to have assented to the 
action taken uniess his dissent or abstention 
shall be entered in the minutes of the meeting 
or unless he shall file a written dissent to 
such action with the person acting as the 
secretary of the meeting before the 
adjournment thereof or shall forward such 
dissent by registered mail to the secretary of 
the association within five days after the date 
a copy of the minutes of the meeting is 
received. Such right to dissent shall not apply 
to a director who voted in favor of such 
action. 

Section 14. Removal of Directors. At a 
meeting of members called expressly for that 
purpose, any director may be removed for 
cause by a vote of a majority of the votes 
then entitled to vote at an election of 
directors. In any solicitation of proxies for 
removal of a director by member vote, 
opportunity must.be provided to the director 
whose remOval is sought to present a defense 
to members by means of a written statement 
not to exceed 500 words which must 
accompany or precede the initial solicitation 
for removal of such director. Such statement 
shall be mailed at the expense of the party 
seeking removal. For purposes of this section, 
the term “cause” shall mean willful failure, 
neglect or refusal in any material respect to 
perform duties as a director or commission of 
any act of willful misconduct, self-dealing, 
malfeasance, or gross negligence. 

Section 15. Age Limitations on Directors. 
No person ffill in any age, 70 or above] years 
of age shall be eligible for election, reelection, 
appointment, or reappointment to the board 
of the association. No director shall serve as 
such beyond the annual meeting of the 
association immediately following the 
director's becoming [fill in age used above], 
except that a director serving on [fill in bylaw 
adoption date] may complete the term as 
director. This age limitation does not apply to 
an advisory director. 


Article |V—Executive and Other Committees 


Section 1. Appointment. The board of 
directors, by resolution adopted by a majority 
of the authorized board, may designate the 
chief executive officer and two or more of the 
other directors to constitute an executive 
committee. The designation of any committee 
pursuant to this Article ITV and the delegation 
of authority shall not operate to relieve the 
board of directors, or any director, of any 
responsibility imposed by law or regulation. 

Section 2. Authority. The executive 
committee, when the board of directors is not 
in session, shall have and may exercise all of 
the authority of the board of directors except 
to the extent, if any, that such authority shall 
be limited by the resolution appointing the 


executive committee; and except also that the 
executive committee shall not have the 
authority of the board of directors with 
reference to: the amendment of the charter or 
bylaws of the association, or recommending 
to the members a plan of merger, 
consolidation, or conversion; the sale, lease, 
or other disposition of all or substantially all 
of the property and assets of the association 
otherwise than in the usual and regular 
course of its business; a voluntary dissolution 
of the association; a revocation of any of the 
foregoing; or the approval of a transaction in 
which any member of the executive 
committee, directly or indirectly, has any 
material beneficial interest. 

Section 3. Tenure. Subject to the provisions 
of section 8 of this Article IV, each member of 
the executive committee shall hold office 
until the next regular annual meeting of the 
-board.of directors following his designation 
and until a successor is designated as a 
member of the executive committee. 

Section 4. Meetings. Regular meetings of 
the executive committee may be held without 
notice at such times and places as the 
executive committee may fix from time to 
time by resolution. Special meetings of the: 
executive committee may be called by any 
member thereof upon not less than one day's 
notice stating the place, date, and hour of the 
meeting, which notice may be written or oral. 
Any member of the executive committee may 
waive notice of any meeting and no notice-of 
any meeting need be given to any member 
thereof who attends in person. The notice of 
a meeting of the executive committee need 
not state the business proposed to be 
transacted at the meeting. 

Sectiou 5. Quorum. A majority of the 
members of the executive committee shall 
constitute a quorum for the transaction of 
business at any meeting thereof, and action 
of the executive committee must be 
authorized by the affirmative vote of a 
majority of the members presentat a meeting 
at which a quorum is present. 

Section 6. Action without a meeting. Any 
action required or permitted to be taken by 
the executive committee at a meeting may be 
taken without a meeting if a consent in 
writing, setting forth the action so taken, shall 
be signed by all of the members of the 
executive committee eligible to vote thereon. 

Section 7. Vacancies. Any vacancy in the 
executive committee may be filled by a 
resolution adopted by a majority of the 
authorized board of directors. 

Section 8. Resignations and removal. Any 
member of the executive committee may be 
removed at any time with or without cause 
by resolution-adopted by a majority of the 
authorized board of directors. Any member of 
the executive committee may resign at any 
time by giving written notice to the president 
or secretary of the association. Uniess 
otherwise specified, such resignation shall 
take effect upon its receipt; the acceptance of 
such resignation shall not be necessary to 
make it effective. 

Section 9. Procedure. The executive 
committee shall elect a presiding officer from 
its members and may fix its own rules of 
procedure which shall not be inconsistent 
with these byféws. It shall keep regular 
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’ minutes of its proceedings and report the 
same to the board of directors for its 
information at the meeting held next after the 
proceedings shall have occurred. 

Section 10. Audit committée. The board of 
directors, by resolution adopted by a majority 
of the authorized board, shail appoint an 
audit committee of at deast three directors the 
majority of whom shall be independent. A 
director shall be considered independent if he 
or she-is neither employed by the association, 
its service corporation, or any person or 
persons deemed to control the association 
under § 563.18-1 of the Insurance 
Regulations, 12 CFR 563.18-1, or its affiliates, 
or serving as legal counsel or other 
professional advisor to the association. The 
audit committee shall recommend 
independent auditors, consult with the 
independent auditors regarding the plan of 
audit, review ‘the audit report in consultation 
with the independent auditors, and consult 
with the independent auditors regarding the 
adequacy of internal accounting controls. 

Section.11. Other committees. The beard of 
directors may by resolution establish a loan, 
or other committees composed of directors.as 
it may determifie to be necessary or 
appropriate for the conduct of the business of 
the association, and’may prescribe the duties, 
membership, and procedures thereof. 


Article V—Officers 


Section 1. Positions, The officers of the 
association shall be a president, one or more 
vice presidents, a secretary, and a treasurer, 
each of whom shall be elected by the board 
of directors.. The board of directors may also 
designate the chairman of the board as an 
officer. The president shall be the chief 
executive officer,unless the board of 
directors designates the chairman ef the 
board as chief executive officer. The 
president need not be a director of the 
association. The offices of the secretary and 
treasurer may be held by the same person 
and a vice president may also be either the 
secretary or the treasurer. The board of 
directors may designate one or more vice 
presidents as executive vice president.or 
senior vice president. The board of directors 
may also elect or authorize the appointment 
of such other officers as the business of the 
association may require. The officers shall 
have such authority and perform such duties 
as the beard of directors may from time to 
time authorize or determine. In the absence — 
of action by the board.of directors, the 
officers shall have such powers and duties as 
generally pertain to their respective offices. 

Section 2. Election and Term of Office. The 
officers of the association shail be elected 
annually at the first meeting of the board of 
directors held after each annual meeting of 
the members. If the election of officers is not 
held at such meeting, such election shall be 
held as soon thereafter.as possible. Each 
officer shall hold office until a. successor has 
been duly elected and qualified or until the 
officer's death, resignation, or removal in the 
manner provided in this Article V. Election or 
appointment of an officer, employee, or agent: 
shall not of itself create contractual rights. 
The board of directors may authorize the 
association to enter into an employment 
contract with any officer in accordance with 


regulations of the Board; but no such contract 
shall impair the right of the board.of directors 
to remove any officer at any time in 
accordance with section 3 of this Article V. 

Section 3. Removal. Any officer may be 
removed by the board of directors whenever 
in its judgment the best interests of the 
association will be served thereby, but such 
removal, other than for cause, shail be 
without prejudice to the contractual rights, if 
any, of the person so removed. “Cause” with 
respect to removal of an officer shall have the 
same meaning as set forth in Section 14 of 
Article III as applied to directors. 

Section 4. Vacancies. A vacancy in any 
office because of death, resignation, removal, 
disqualification, or otherwise may be filled 
by the board of directors for the unexpired 
portion of the term. 

Section 5. Remuneration. The remuneration 
of the officers shall be fixed from time to time 
by the board of directors. 

Section 6. Age Limitation for Officers. No 
person {fill in any age, 70 or abeve] years of 
age shail be eligible for election, reelection, 
appointment, or reappointment as an officer 
of the association. No officer shall serve 
beyond the annual meeting of the assocaition 
immediately following the officer becoming 
[fill in age used above] except that an officer 
serving on [fill in bylaw adoption date] may 
complete the term. However, an official shall, 
at the option of the board, retire at age 65 if 
the officer has served in the executive or high 
policymaking post for at least two years 
immediately prior to retirement and is 
immediately entitled to nonforfeitable annual 
retirement benefits of at least [$44,000 
(1985) must be in accordance with the Age 
Discrimination in Employment Act.] 


Article VI—Indemnification of Directors, 
Officers and Employees 


Section 1. General. The association may 
indemnify any person against whom an 
action is brought or threatened because that 
person is or was a director, officer or 
employee of the association ora 
director, officer, or employer of any wholly- 
owned subsidiary, only as provided in this 
Article VI, for any amount for which that 
person becomes liable under a judgment or 
settlement in such action; and reasonable 
costs and expenses, inchiding attorney's fees, 
actually paid-or incurred by that person in 
defending or settling such action, or in 
enforcing his rights under this section if he 
obtains a favorable judgment in such action: 
Provided, that nothing herein shall authorize 
indemnification by the association of 
directors, officers or employees of affiliates, 
affilated persons, or subsidiaries of the 
association for actions in their capacity-as 
such unless such person was a director, 
officer or employee of a wholly-owned 
subsidiary. 

Section 2. Conditions. Indemnification may 
be made to a person described in sectiion 1 if 
final judgment on the merits is in his favor. In 
addition, in the case of settlement, final 
judgment against him, or final judgment in his 
favor other than on the merits, 
indemnification may be made to a person 
described:in Section 1 if it is determined that 
he was acting in good faith within the scope 
of his employment or authority as he could 
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reasonably have perceived it under the 
circumstances and for a purpose he could 
reasonably have believed under the 
circumstances was in the best interests of the 
association or its members, and, in the cae of 
a criminal action, he had no reasonable cause 
to believe his conduct was unlawful. Such 
determination shall be made by the board of 
directors by a majority vote of a quorum 
consisting of disinterested directors. 
However, no indemnification shall be made 
unless the association gives the Board at 
least 60 days’ notice of its intention to make 
such indemnification. Such notice shall state 
the facts on which the action arose, the terms 
of any settlement, and any disposition of the 
action by a court. A copy of such actice, and 
a certified copy of the resolution containing 
the required determination by the board of 
directors,-shail be sent to the Board in 
accordance with its regulatiosn. No such 
indemnification shall be made if the Board or 
its designee advises the association in 
writing, within such notice period, of its 
objection thereto. In addition, when the 
action is brought or threatened by the 
association or on behalf the associatioin, 
indemnification shall be limited to~ 
reasonable costs and expenses as described 
in section 1. Under no circumstances may 
indemnification be made in connection with 
any claim, issue or matter with regard to 
which there has been a final judgment that 
the person was liable for negligence or 
misconduct in the performance of his duty to 
the association. 

Section 3. Jnsurance. An association may 
obtain insurance to protect it and its 
directors, officers and employees or the 
directors, officers and employees of a wholly- 
owned subsidiary from potential losses 
arising from claims against any of them for 
alleged wrongful acts, or wrongful acts 
committed in their capacity as directors, 
officers or employees: Provided, that the 
association may not obtain insurance which 
provides for payment of losses of any person 
incurred as a consequence of his willful or 
criminal misconduct. 

Section 4. Advance Payment of Ex; 

If a majority of the disinterested directors of 
the association concludes that, in connection 
with an action, any person ultimately may 
become entitled to indemnification under this 
section, such directors may authorize 
payment of reasonable costs and expenses, 
including attorney's fees, arising from the 
defense or settlement of such action. Nothing 
in this section shall prevent the directors of 
‘an association from imposing such conditions 
on a payment of expenses as they deem 
warranted in the interests of the association. 
Before making advance payment of expenses 
under this section, the association shall 
obtain an agreement in writing that the 
association will be repaid if the person on 
whose behalf payment is made is later 
determined not to be entitled to such 
indemnification. 

Section 5. Indemnification. Nothing in this 
section shall authorize indemnification of 
directors, officers or employees of the 
association when such indemnification would 
contravene public policy as expressed by 





Federal statutes or the regulations of the 
Board. 

Section 6. Exclusiveness of Provisions. No 
association shall indemnify any person 
referred to in section 1 of this Article or 
obtain insurance referred to in section 3 of 
this Article other than in accordance with 
this Article. 

Section 7. Definitions and rules of 
construction. Definitions and rules of 
construction for purposes of this Article shall 
be in accordance with Board regulations on . 
indemnification of directors, officers or 
employees. : 

Article Vil—Fiscal Year; Annual Audit 


The fiscal year of the association shall end 
on the of of each year. The 
association shall be subject to an annual 
audit as of the end of its fiscal year by 
independent public accountants appointed by 
and responsible to the board of directors. The 
appointment of such accountants shall be 
subject to annual ratification by the 
members. 


Article Vill—Contracts, Loans, Checks and 
Deposits 

Section 1. Contracts. To the extent 
permitted by regulations of the Board, and 
except as otherwise prescribed by these 
bylaws with respect to certificates for shares, 
the board of directors may authorize any 
officer, employee, or agent of the association 
to enter into any contract or execute and 
deliver any instrument in the name of and on 
behalf of the association. Such authority may 
be general or confined to specific instances. 

Section 2. Loans. No loans shall be 
contracted for on behalf of the association 
and no evidence of indebtedness shall be 
issued in its name unless authorized by the 
board of directors. Such authority may be 
general or confined to specific instances. 

Section 3. Checks, Drafts, etc. All checks, 
drafts, or other orders for the payment of 
money, notes, or other evidences of 
indebtedness issued in the name of the 
association shall be signed by one or more 
officers, employees or agents of the 
association in such manner as shall from time 
to time be determined by the board of 
directors. 

Section 4. Deposits. All funds of the 
association not otherwise employed shall be 
deposited from time to time to the credit of 
the association in such duly authorized 
federally insured depositories as the board of 
directors may select. 


Article IX—Corporate Seal 


The board of directors shall provide an 
association seal which shall be two 
concentric circles between which shall be the 
name of the association. The year of 
incorporation or an emblem may appear in 
the center. 


Article X—Amendments 

These bylaws may be amended in a 
manner consistent with regulations of 
the Board at any time by a majority vote 
of the full board of directors or by a 
majority vote of the votes cast by the 
members of the association at any legal 


meeting. 


By the Federal Home Loan Bank Board. 
Nadine Y. Penn, 
Acting Secretary. 
[FR Doc. 85-30059 Filed 12-23-85; 8:45 am] 
BILLING CODE 6720-01-M 
—_—_____——_—_—XSa—lslDJIl_"" 


DEPARTMENT OF TRANSPORTATION 
Federal Aviation Administration 


14 CFR Part 71 
[Airspace Docket No. 85-AWP-9] 


Correction 


In FR Doc. 85-29038, beginning on 
page 50174 in the issue of Monday, 
December 9, 1985, make the following 
corrections; 

1. On page 50176, third column, in the 
fifth line of the paragraph beginning 
“Area A”, “21°8 41 N.,” should read 
“21°18 41 N.,”; 

2. On page 50177, first column, in the 
eighth line of the paragraph beginning 
“Area G", “239°T(239°M)” should read 
“239°T(228°M)"; and 

3. On page 50177, first column, same 
paragraph, in the eleventh line, 
**286°T(095°M)” should read 
“286°T(275°M)”. 

BILLING CODE 1505-01-M 


DEPARTMENT OF THE TREASURY 
Customs Service 
19°CFR Part 141 


Proposed Customs Regulations 
Amendments Relating to Entry of 
Merchandise 


AGENCY: U.S. Customs Service, 
Treasury. 
ACTION: Proposed rule. 


SUMMARY: The Tariff Act of 1930 allows 
the consignee of imported merchandise 
to designate a customs broker to make 
entry. Small shipments of merchandise 
having various consignees are more 
efficiently and effectively handled if 
consolidated into large shipments under 
a master bill of lading or master air 
waybill prepared by a foreign freight 
consolidator which covers the numerous 
individual packages in the shipment. 
The foreign freight consolidator 
normally consigns the consolidated 
shipment to a freight forwarder, courier 
service or other person in the U.S. This 
consignee is normally not the same 
consignee identifed on the individual 
bills of lading or individual air waybills 
which make up the master bill of lading 
or master air waybill. When the 
consignee named in the master bill of 
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lading or master air waybill appoints a 
broker of its own choosing to make 
entry, the actual consignees of the 
merchandise named in the individual 
bills are often frustrated in two respects. 
First, entry is made by a broker not of — 
their choosing and, second, entry is 
often made at a port not of their 
choosing. Further, additional expenses 
may be incurred. This document 
proposes to amend the entry procedures 
to prevent frustration of the wishes of 
the actual consignees identified on the 
individual bills. 


DATE: Comments must be received on or 
before February 24, 1986. 

ADDRESS: Comments (preferably in 
triplicate) may be submitted to and 
inspected at the Regulations Control 
Branch, Room 2426, U.S. Customs 
Service, 1301 Constitution Avenue, NW., 
Washington, DC 20229. Comments 
relating to the information collection 
aspects of the proposal should be 
addressed to Customs, as noted above, 
and also the Office of Information and 
Regulatory Affairs, Attention: Desk 
Officer for U.S. Customs Service, Office 
of Management and Budget, 
Washington, DC 20503. 


FOR FURTHER INFORMATION CONTACT: 
Jerry Laderberg, Entry, Licensing, and 
Restricted Merchandise Branch, Office 
of Regulations and Rulings, U.S. 
Customs Service, 1301 Constitution 
Avenue, NW., Washington, DC 20229; 
202-566-5765. 


SUPPLEMENTARY INFORMATION 
Background 


A customs broker is a person who is ~ 
licensed by the Customs Service to 
transact Customs business on behalf of 
importers and other persons. Section 
484, Tariff Act of 1930, as amended (19 
U.S.C. 1484), provides for the entry of 
merchandise. Section 484(a)(1)(C) 
provides that when an entry of 
merchandise is made, the required 
documentation shall be filed either by 
the owner or purchaser of the 
merchandise or, when appropriately 
designated by the owner, purchaser, or 
consignee of the merchandise, a broker. 
A problem has arisen with respect to the 
appointment of a broker by the 
consignee of consoldiated shipments. 

Small shipments of merchandise 
having various consignees are more 
efficiently and effectively handled if 
consolidated into a large shipment. 
Consolidated shipments to the U.S., 
usually by containers, have two sets of 
documents. One set of documents 
consists of a master bill of lading or 
master air waybill covering the 
container and its contents. Individual 
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bills of lading or individual air waybilis, 
also known as “house” bills of lading or 
“house” air waybills comprise the 
second set of documents. The master bill 
of lading or master air waybill is 
prepared by a foreign freight 
consolidator who ordinarily consigns 
the ontainer to a freight forwarder, 
courier service or similar party in the 
U.S. The consignee designated by the 
foreign freight consolidator is normally 
not the same consignee identified on the 
individual bills of lading or individual 
air waybills which make up the master 
bill of lading or master air waybill. 
When the consignee named in the 
master bill of lading or master air 
waybill appoints a broker of its. own 
choosing to make entry, the actual 
consignees of the merchandise named in 
the individual bills are often frustrated 
in two respects. First, entry is made by a 
broker not of their choosing and second, 
entry is often made at a port of entry not 
of their choosing. Further, additional 
expenses may be incurred. 

To prevent the foregoing situation 
from happening, Customs’proposes to 
amend § 141.11, Customs Repulations 
(19 CFR 141.11}, relating to evidence of 
the right to make entry for importations 
by common carrier by adding a new 
paragraph {c) covering consolidated 
shipments. The proposal would provide 
that in the case of consolidated 
shipments by common carrier, entry will 
not be made by a broker appointed by 
the consignee named in the master bill 
of lading or master air waybill, if {1) a 
consignee on any one of the individual 
bills of lading or individual air waybills 
which make up the master bill of lading 
or master air waybill, has designated 
another broker to make entry,-or {2} any 
one of the individual bills of lading or 
individual air waybills indicates that 
entry will be made by the actual owner 
or purchaser. However, if the broker 
designated on an individual bill of 
lading or individual air waybill is 
contacted and fails to timely respond to 
make eniry, the consignee named in the 
master bill of lading or master air 
waybill may disregard the designation 
and appoint a broker of its choosing to 
make entry. Under the proposal, the 
consignee named in the master bill of 
lading or master air waybill will submit 
with the entry filed with Customs a 
signed statement to the effect that none 
of the individual bills of lading or 
individaul air waybill which make up 
the master bill of lading or master air 
waybills have designated a broker, or a 
different broker from the one identified 
in the master bill of lading or master air 
waybill, or have indicated that entry 
will be made by the actual owner or 


purchaser, or in the case of an actual 
designation, the designated broker was 
contacted and failed to timely respond 
to make entry. The statement may be 
stamped, typed or printed on the entry 
documentation provided to Customs. It 
will not be treated as a missing 
document for which a bond may be 
provided. If the signed statement is not 
submitted, entry will be made by the 
broker designated by the consignee of 
each individual bill of lading or 
individual air waybill which makes up 
the master bill of lading or master air 
waybill or by the actual owner or 
purchaser. 

Because the proposed amendment 
applies only to consolidated shipments, 
it will not apply to those aspects of 
express delivery operations, courier 
service operations or similar delivery 
operations that do not involve 
consolidated shipments, or delivery 
operations that do not use individual 
house bills of lading or air waybills. Nor 
will it apply to any carrier where the 
shipper contractually agrees that the 
carrier is the consignee and may appoint 
a broker of its own choosing to make 
entry. 


Comments 


Before adopting this proposal, 
consideration will be given to any 
written comments (preferably in 
triplicate} that are submitted timely to 
Customs. Comments submitted will be 
available for public inspection in 
accordance with the Freedom of 
Information Act (5 U.S.C. 552), § 1.4, 
Treasury Department Regulations (31 
CFR 1.4) and § 103.11(b), Customs 
Regulations {19 CFR 103.11{b)), on 
regular business days between the hours 
of 9:00 a.m. and 4:30 p.m. at the 
Regulations Control Branch, Room 2428, 
Customs Headquarters, 1301 
Constitution Avenue, NW., Washington, 
DC 20229. 


Executive Order 12291 


This document does not meet the 
criteria for a “major rule” as specified in 
section 1{b} of E.O. 12291. Accordingly, 
no regulatory impact analysis has been 
prepared. 


Regulatory Flexibility Act 


Pursuant to the provisions of the 
Regulatory Flexibility Act (5 U.S.C. 
605(b)), it is certified that, if adopted, the 
proposed regulation will not have a 
significant economic impact on a 


‘substantial number of small entities. 


Accordingly, it is not subject to the 
regulatory analysis requirement of 5 
U.S.C. 603 and 604. 


Paperwork Reduction Act 


This document is subject to the 
Paperwork Reduction Act. Accordingly, 
a copy has been submitted to the Office 


_ of Management and Budget for review 


and comment pursuant to 44 U.S.C, 
3504{h). Public comments relating to the 
information collection aspects of the 
proposal should be addressed to 
Customs and to the Office of 
Management and Budget at the 
addresses set forth in the ADDRESS 
portion of this document. 


Drafting Information 


The principal author of this document 
was John E. Elkins, Regulations Control 
Branch, U.S. Customs Service. However, 
personnel from other Customs offices 
participated in its development. 


List of Subjects in 19 CFR Part 141 
Customs duties and inspection, 
Imports, Brokers. 
Amendments to the Regulations 
It is proposed to amend Part 141, 


Customs Regulations (19 CFR Part 141}, 
as set forth below. 


Proposed Amendments 
PART 141—ENTRY OF MERCHANDISE 


1. It is proposed that the general 
authority citation for Part 141, Customs 
Regulations {19 CFR Part 141), continues 
to read as set forth below: 

Authority: 19 U'S.C. 66, 1448, 1484, 1624. 


2. It is proposed to amend § 141.11 by 
adding a new paragraph (c) to read as 
follows: 


°§ 141.11 Evidence of right to make entry 


for importations by common carrier. 


* * * * 7 


(c) Consolidated shipments by 
common carrier. In the case of 
consolidated shipments by common 
carrier, entry shall not be made bya - 
broker appointed by the consignee 
named in the master bill of lading or 
master air waybill, if (1) a consignee on 
any one of the individual bills of lading 
or individual air waybills, which makes 
up the master bill of lading or master air 
waybill, has designated on the 
individual bills of lading or individual 
air waybills another broker to make 
entry, or (2) any one of the individual 
bills of lading or individual air waybills 
indicates that entry will be made by the 
actual owner or purchaser. Except that, 
if the broker designated on the 
individual bill of lading or individual air 
waybill is contracted and fails to timely 
respond to make entry, the consignee 
named in the master bill of lading or 
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master air waybill may disregard the 
designation and appoint a broker of its 
choosing to make entry. The consignee 
named in the master bill of lading or 
master air waybill shall submit with the 
entry a signed statement to the effect 
that none of the individual bills of lading 
or individual air waybills which makes 
up the master bill of lading or master air 
waybill have designated a broker, or a 
different broker from the one identified 
in the master bill of lading or master air 
waybill, or have indicated that entry 
will be made by the actual owner or 
purchaser, or in the case of an actual 
designation, the designated broker was 
contacted and failed to timely respond 
to make entry. The required statement 
may be stamped, typed or'printed on the 
entry documentation provided to 
Customs. The signed statement shall not 
be treated as a missing document for 
which a bond may be provided. If the 
signed statement is not submitted, entry 
shall be made by the broker designated 
by the consignee of each individual bill © 
of lading or individual air waybill which 
makes up the master bill of lading or 
master air waybill or by the actual 
owner or purchaser. 
William von Raab, 
Commissioner of Customs. 

Approved December 9, 1985. 
David D. Queen, 
Assistant Secretary of the Treasury. 
[FR Doc. 85-29999 Filed 12-23-85; 8:45 am] 
BILLING CODE 4820-02-M 


DEPARTMENT OF TRANSPORTATION 
Federal Highway Administration 


23 CFR 625 and 655 
[FHWA Docket No. 85-18, Notice 2] 


National Standards for Traffic Control! 
Devices; Manual on Uniform Traffic 
Control Devices; Standards For 
Performance of Retrorefiective Traffic 
Control Devices 


AGENCY: Federal Highway 
Administration (FHWA), DOT. 


ACTION: Extension of comment period. 


SumMaARY: This document extends the 
period of comments on the notice of 
proposed rulemaking published on April 
26, 1985 (50 FR 16515), which requested 
comments by February 15, 1986, on 
proposed standards for retroreflective 
illumination of traffic control devices. If 
adopted, these standards could be 
incorporated into the Manual on 
Uniform Traffic Control Devices 
(MUTCD). The comment period is being 
extended upon request until June 15, 


1986, in order to provide interested 
parties additional time to respond to the 
notice. : 

DATE: Written comments must be 
received on or before June 15, 1986. 


ADDRESS: Submit comments, preferably 
in triplicate, to FHWA Docket No. 85-18, 
Federal Highway Administration, Room 
4205, HCC-10, 400 Seventh Street SW.., 
Washington, DC 20590. All comments 
received will be available for 
examination at the above address 
between 8:30 a.m. and 3:30 p.m., ET, 
Monday through Friday. Those desiring 
notification of receipt of comments must 
include a self-addressed, stamped 
postcard. 


FOR FURTHER INFORMATION CONTACT: 
Mr. Philip O. Russell, Office of Traffic 
Operations, (202) 426-0411, or Mr. 
Michael J. Laska, Office of the Chief 
Counsel, (202) 426-0762, 400 Seventh 


“Street SW., Washington, DC 20590. 


Office hours are from 7:45 a.m. to 4:15 
p.m., e.t., Monday through Friday, except 
legal holidays. 
(23 U.S.C. 315; 49 CFR 1.48) 

Issued on: December 17, 1985. - 
Anthony J. McMahon, 


Chief Counsel, Federal Highway 
Administration. 


[FR Doc. 85-30344 Filed 12-23-85; 8:45 am] 
BILLING CODE 4910-02-M 


Coast Guard 


33 CFR Parts 166 and 167 
[CGD 84-021] 


Port Access Route Study Results 


Correction 


In FR Doc. 85-28910 beginning on page 
49861 in the issue of Thursday, 
December 5, 1985, make the following 
corrections: 

1. On page 49861, third column, 
— sixth line, “f’ should read 
Rc 

2. On page 49863, first column, in the 
seventh line of the paragraph of block 
numbers, “5485” should read “5385”. 
BILLING CODE 1505-01-M 


POSTAL SERVICE 
39 CFR Part 111 


Piant-Load Operations 


AGENCY: Postal Service. 
ACTION: Proposed rule. 


SUMMARY: The Postal Service proposes 
to amend the Domestic Mail Manual 
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(DMM) to provide uniform and 
comprehensive regulations governing 
plant-load operations, which involves 
the Postal Service receiving mail at a 
mailer's plant and transporting it to 
bypass handling that otherwise would 
be required at one or more postal 
facilities. The proposed regulations 
provide procedures for the review of 
applications for authorizing plant load 
operations. The regulations would make 
it clear that plant-load applications 
would only be authorized when the 
piant-load would result in a benefit to 
the Postal Service. To ensure more 
consistent service, and to more 
efficiently process plant-loaded mail, the 
regulations would require that plant- 
loaded vehicles be prepared according 
to the destination of the mail and the 
class or type of mail plant-loaded. The 
regulations would also require that the 
Postal Service be reimbursed for charges 
it incurs in providing nonpostal services 
to the mailer. 


DATE: Comments must be received on or 
before February 7, 1986. 


ADDRESS: Written comments should be 
directed to the Director, Office of 
Transportation & International Services, 
Mail Processing Department, 475 
L'Enfant Plaza, W. SW., Washington, 
DC 20260-7130. Copies of all written 
comments will be available for publi¢ 
inspection and photocopying between 9 
a.m. and 4 p.m., Monday through Friday, 
in Room 7914, U.S. Postal Service 
Headquarters, 475 L'Enfant Plaza W. 
SW., Washington, DC 20260-7130. 


FOR FURTHER INFORMATION CONTACT: 
James E. Orlando, Director, Office of 
Transportation & International Services, 
Mail Processing Department, 475 
L'Enfant Plaza W. SW., Washington, DC 
20260-7130, 202-268-4360. 


SUPPLEMENTARY INFORMATION: The 
Postal Service has for more than 20 
years allowed mailers to have their mail 
accepted and verified at their plants and 
to then load their mail into Postal 
Service vehicles. Plant loaded mail is 
transported so that one or more 
handlings at postal facilities are 
bypassed. The Postal Service benefits 
from plant loading because it results in 
cost savings and eases mail processing 
capacity problems at some postal 
facilities, since one or more postal 
facilities are bypassed. Mailers benefit 
because their mail is verified, accepted 
and transported at their plant. 

In administering plant load 
operations, each region and many 
management sectional centers (MSCs) 
have developed their own procedures 
for authorizing plant-load operations, for 
verifying and collecting postage for 
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plant-loaded mail, and for having the 
mailer reimburse the Postal Service for 
charges incurred as a result of providing 
certain nonpostal services, such as 
detaining trailers. These different 
procedures have resulted in a lack of 
uniformity in adminsitering plant-load 
operations. In addition, each region and 
many MSCs have developed different 
definitions of plant-load operations. 
Furthermore, there have been no 
comprehensive regulations governing 
plant-load operations for either the 
Postal Service or mailers to follow. 

The Postal Service seeks to make 
plant-load operations available 
throughout the United States on a 
uniform basis. The Postal Service 
believes that adoption of these propsoed 
DMM regulations would benefit both the 
Postal Service and mailers by 
implementing uniform and 
comprehensive procedures governing 
every aspect of plant-load operations, 
by considering the current and future 
volume of plant-load mailers in deciding 
whether to authroizing plant-load 
operations, and by allowing the Postal 
Service to provide plant-loading 
wherever equipment is available and the 
operations will result in cost savings to 
the Postal Service. It-is the Postal 
Service's belief that adoption of these 
proposed DMM regulations would result 
in plant-load operations being provided 
throughout the United States to all 
qualified mailers on a uniform basis. 

The proposed amendment to the DMM 
would delete Chapter 154, General 
Delivery, which contains only a single 
sentence that refers the reader to 
Chapter 953 for the regulations 
concerning general delivery, and 
substitute Chapter 154, Plant-Load 
Operations, in its place. Existing 
Chapter 154 would be deleted because it 
is unnecessary and redundant, 

The following is a detailed discussion 
of the proposed regulations. 


1. Definitions 


Section 154.1 would provide uniform 
and comprehensive definitions for all 
aspects of plant-load operations. Plant- 
load operations would be distinguished 
from the collection of mail so that 
mailers and the Postal Service would 
know when each operation should be 
provided. Section 154.11 would define a 
plant-load operation as an operation in 
which the Postal Service receives mail 
at a-mailer’s plant and transports it in 
order to bypass handling that otherwise 
would be required at one or more postal 
facilities. Section 154.19 would define 
collection of mail as an operation where 
the mail is verified and accepted at the 
mailer’s plant and is transported by the 
Postal Service to the local post office or 


other designated postal facility without 
bypassing any handlings. The proposed 
regulations do not apply to the 
collection of mail. 


2. Review of Applications for Plant 
Loading 


Current procedures for reviewing an 
application for plant loading differ 
virtually from postal facility to postal 
facility; there isno appeal process if the 
application is denied; and there is no 
procedure for the Postal Service to 
reevaluate plant-load authorizations 
after they have been granted. Section 
154.2 would provide uniform and 
comprehensive procedures for 
approving a plant-load application. An 
application would be reviewed by the 
MSC manager and the transportation 
management office (TMO) manager to 
determine whether the conditions for 
approving an application set forth in 
section154.3 have been met. The mailer 
could appeal a denial of an application 
by either of those officials to the 
Regional Plant-Load Committee. If the 
application is denied by the Regional 
Plant-Load Committee, the mailer could 
appeal to the National Plant-Load Policy 
Committee. The reasons for the denial of 
an application would have to be set 
forth in writing by the postal official 
denying an application. If, at any time, 
the mailer failed to meet the 
requirement for plant-load operations or 
any other provision of these regulations 
for two consecutive postal accounting 
periods or some other period agreed to 
by the Postal Service and the mailer, the 
plant-load authorization would have to 
be reevaluated by the Regional Plant- 
Load Committee. 


3. Requirements for Authorizing Plant- 
Load Operations 


There are no current uniform and 
comprehensive requirements for 
authorizing plant-load operations. 
Virtually each postal facility has a 
different interpretation of existing 
procedures. Section 154.3 would set 
forth uniform and comprehensive 
requirements for approval of an 
application for authoriztion of plant 
loads. If the postal facility to which the 
mail is destined is within the service 
area of the origin postal facility, the 
plant load would be an intra-service- 
area move. An intra-service-area 
application would be approved if there 
were equipment available to transport 
the mail and the plant load would result 
in cost savings to the Postal Service. 
Cost savings are demonstrated under 
either Alternative 1 or 2. Under 
Alternative 1, the current and future 
volume of mail would have to fill at 
least 50 percent of a vehicle by weight 
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or cube and the mileage from the 
mailer'’s plant to the destination postal 
facility could not exceéd 150 miles. 
Under Alternative 2, if the requirements 
of Alternative 1 were not met, a detailed 
cost analysis would have to 
demonstrate cost savings to the Postal 
Service. 

If the postal facility to which the mail 
is destined is outside of the service area 
of the origin postal facility, the plant 
load would be an inter-service-area 
move. An application for an inter- 
service-area plant-load would be 
granted if equipment is available to 
transport plant-loaded mail and the 
plant load would result in cost savings 
to the Postal Service. Cost savings are 
demonstrated under either Alternative 1 
or 2 or 3. Under Alternative 1, cost 
savings would be demonstrated if the 
current and future volume of mail to be 
plant loaded filled at least 60 percent of 
a vehicle by weight or cube and the 
mileage from the mailer's plant to the 
destination postal facility did not 
exceed 275 miles, if the origin sectional 
center facility (SCF) and at least one 
bulk mail center (BMC), auxiliary 
service facility (ASF), or area 
distribution center (ADC) is bypassed, 
or the mileage did not exceed 150 miles, 
if only the origin SCF is bypassed. 
Under Alternative 2, if the requirements 
of Alternative 1 were not met, a detailed 
cost analysis would have to 
demonstrate cost savings. Under 
Alternative 3, if the requirements of 
Alternatives 1 and 2 were not met, cost 
savings would be demonstrated if the 
local origin postal facility was operating 
at or near its mail processing capacity 
for the class or type of mail to be plant- 
loaded. 

The cost savings to the Postal Service 
of providing plant loads are determined 
by balancing the costs avoided and the 
costs incurred in providing such 
operations. Plant loads reduce costs 
because mail handlings at one or more 
facilities that are bypassed are avoided. 
The greater the number of facilities 
bypassed, the greater the cost savings. 
At the same time, plant loads result in 
the incurrence of additional plant load 
highway transportation costs to the 
extent that conventional two-way 
highway transportation movements are 
supplanted by more expensive one-way 
transportation movements. Cost savings 
are determined by adding the costs of 
the handlings bypassed, and then 
subtracting the additional transportation 
costs incurred in providing the plant 
load. If the result is positive, the plant 
load will result in cost savings and, 
hence, be a benefit to the Postal Service. 





Using this methodology, the Postal 
Service has determined that a plant load 
meeting the minimum volume and 
maximum mileage requirements under 
Alternative 1 for either intra- or inter- 
service-area moves would always result 
in cost savings to the Postal Service and, 
hence, a detailed cost analysis would 
not be necessary. Not meeting the 
minimum volume and maximum mileage 
criteria does not necessarily mean there 
is no cost savings. If these criteria are 
not met, then a detailed cost savings 
analysis must be performed to 
determine if a particular plant load will 
result in cost savings to the Postal 
Service. 


4. Verification of Plant-Loaded Mail 


Plant-loaded mail can now be verified 
only at a mailer’s plant. This has 
resulted in the denial of some plant-load 
applications where postal personnel 
were not available at the mailer’s plant 
to verify and accept the mail. Under 
section 154.4, intra-service-area plant- 
loaded mail could be verified and 
accepted at a mailer’s plant or at the 
bulk mail acceptance unit of the origin 
BMC, ASF, MSc or SCF, if authorized. 
Due to the difficulty of verifying zone- 
rated inter-service-area plant-load mail 
at the destination postal facility, inter- 
service-area plant-loaded mail.would be 
verified and accepted only at the 
mailer’s plant. In order to avoid any 
revenue protection problems, payment 
of postage and fees for plant-loaded 
mail would have to be made to the 
origin post office prior to the plant- 
loaded vehicle's being transported from 
the mailer’s facility. 


5. Preparation Requirements for Plant- 
Loaded Vehicles 


Plant-loaded mail now receives 
inconsistent service in major part 
because there are no requirements that 
each vehicle be prepared to the 
destination ZIP Code or postal facility. 
Under section 154.5, by definition, intra- 
service-area plant-loaded vehicles could 
be filled only with mail addressed to the 
service area of the origin facility. Inter- 
service-area plant-loaded vehicles 
would have to be prepared with mail 
addressed to the destination ZIP Code 
or postal facility, depending on the 
volume of mail plant-loaded, the 
appropriate class or type of mail, and 
the number of mailings plant-loaded. 
These preparation requirements would 
enable the Postal Service to provide 
more consistent service. 


6. Reimbursement to the Postal Service 

for Furnishing Nonpostal Services 
Under § 154.6, the Postal Service 

would obtain reimbursement from 


mailers for nonpostal services furnished 
by the Postal Service in providing plant- 
load service where the Postal Service 
incurs a charge due to some-action or 
inaction of the mailer. These nonpostal 
services include the detention or 
demurrage of trailers, and bobtailing, 
deadheading and waiting/holding 
charges for trailers before plant-loaded 
mail is loaded into a trailer, verified, 
and accepted by the Postal Service. (See 
§ 154.18 for definitions of above terms.) 
The Postal Service proposes to continue 
obtaining reimbursement for trailers 
detained by a mailer. The proposed 
revisions would make such 
reimbursement uniform regardless of the 
mode of transportation utilized. 
Reimbursement would be obtained 
where the mailer makes a request in 
advance to detain trailers and holds 
them for more than 24 hours, excluding 


_Saturdays, Sundays, and holidays, or if 


the mailer does not submit a request to 
detain trailers in advance, but 
nevertheless detains trailers longer than 
necessary to load them. The proposed 
revisions would also make 
reimbursement for bobtailing, 
deadheading or waiting/holding 
uniform. The proposed regulations 
would enable the Postal Service and 
mailers to determine the amount of and 
conditions under which the Postal 
Service will obtain reimbursement. The 
Postal Service would not obtain 
reimbursement from plant-load mailers 
where trailers are detained, or 
bobtailing, deadheading or waiting/ 
holding charges are incurred as a result 
of some action or inaction of the Postal 
Service. 


7. Transportation of Plant-Loaded Mail 


Some mailers have on occasion made 
arrangements with the TMO serving 
their plant to utilize highway 
transportation in lieu of railroad 
transportation. This practice has not 
been uniform. Under § 154.7, the TMO 
would select the least costly mode of 
transportation that will meet the service 
objectives of the class or type of mail 
plant-loaded. As a result, the mode of 
transportation will not be changed at the 
request of the mailer. 

The current requirement that mailers~ 
may transport their own plant-loaded 
mail only if there is a highway contract 
between the Postal Service and the 
mailer has not been uniformly followed. 
Under § 154.7, this requirement would be 
made uniform. In addition, under § 154.7, 
the Postal Service would no longer 
relocate trailers at a mailer’s plant. 

If these proposed regulations 
governing plant loading are adopted, 
existing plant-load operations will 
continue without the mailer having to 
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file a plant-load application. The 
Regional Plant-Load Committee will 
reevaluate existing plant-load 
authorizations within one year of the 
adoption’of these regulations to 
determine if the plant load meets these 
requirements and conditions for plant 
loading. An application for plant loading 
filed after the adoption of these 
regulations will be reviewed pursuant to 
these regulations. 

Although exempt from the notice and 
comment requirements of the 
Administrative Procedure Act (5 U.S.C. 
of 553 (b), (c)) regarding proposed 
rulemaking by 39 U.S.C. 410{a}, the 
Postal Service invites comments on the 
following proposed revision.of the 
Domestic Mail Manual, incorporated: by 
reference in the Code of Federal 
Regulations. See 39 CFR 111.1. 


List of subjects in 39°CFR Part 111 
Postal Service. 


Part 111—(AMENDED) 


CHAPTER 1, DOMESTIC MAIL SERVICES 


1. The authority citation for 39 CFR 
Part 111 is revised to read as follows: 

Authority: 5 U.S.C. 552{a); 39 U.S.C. 101(e), 
101(f}, 401, 404, 407, 408, 3001-3011, 3201-3219, 
3403-3405, 3621, 5001; 42 U.S.C. 1973ce-13, 
1973cc-14. 


2. Revise Part 154 to read as follows: 
154 PLANT-LOAD OPERATIONS 
154.1 Definitions. 


11 Plant Loading. Plant loading is an 
operation in which the Postal Service 
receives mail at a mailer’s plant and 
transports it in order to bypass handling 
that otherwise would be required at one 
or more postal facilities. Plant loads are 
authorized when they result in a benefit 
to the Postal Service. 

12 Mailer's Plant. The mailer's plant 
is the non-Postal Service location where 
the mail is plant loaded. 

13 Service Area. 

131 First- and Second-Class Mail. 
The service area for plant-loaded First- 
class and second-class mail is the 
service area of the sectional center 
facility (SCF) in which the mailer's plant 
is located. 

.132 Third- and Fourth-Class Mail: 
The'service area for plant-loaded third- 
and fourth-class mail is the service area 
of the bulk mail center (BMC) or 
auxiliary service facility (ASF) in which 
the mailer’s plant is located. 

14 Intra-Service-Area Plant Loads. 
Intra-service-area plant loads are 
movements of mail from the mailer's 
plant to a mail processing facility 
located within the service area of the 
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appropriate mail processing facility in 
which the plant is located. Handling at 
the local origin post office or other local 
acceptance facility is bypassed. 

15 Inter-Service-Area Plant Loads. 
Inter-Service-area plant loads are 
movements of mail from the mailer’s 
plant to a mail processing facility 
located outside the service area of the 
appropriate mail processing facility in 
which the plant is located. Handling at 
the local origin post office or other local 
acceptance facility and one or more 
intermediate processing facilities is 
bypassed. 

16 Vehicle. A vehicle is a trailer, 
straight truck, or other container used to 
transport mail by highway, railroad, or 
water. 

17 Trailers. 

171 Highway Transportation Trailer. 
A highway transportation trailer is a 
trailer owned or leased for any term by 
the Postal Service or provided by a 
Postal Service highway transportation’ 
contractor for the transportation of mail 
exclusively over highways. 

172 Rail Tranportation Trailer. A 
rail transportation trailer is a trailer 
provided by a Postal Service rail 
transportation contractor for the 
transportation of mail in whole or in 
part by rail. 

.18 Other Operations. 

181 Bobtailing. Bobtailing is the 
movement of a tractor without a trailer 
to or from a mailer’s plant. 

.182 Deadheading. Deadheading is 
the movement of a tractor and trailer or 
other container or straight truck to or 
from a mailer’s plant without 
transporting any mail. 

.183 Waiting/Holding. Waiting/ 
holding occurs when a vehicle waits or 
is held at a mailer’s plant for mail to be 
loaded into the vehicle. 

19 Collection. Collection of mail is 
different from plant loading. Collection 
is an operation in which the Postal 
Service verifies and accepts mail at the 
mailer’s plant or at an authorized 
location other than a postal facility and 
transports it to the local post office or 
other designated local acceptance point. 
No handlings are bypassed in collection. 

Note.—These regulations do not apply to 
the collection of mail. 


154.2 Procedures for Authorization of 
Plant Loads. 


.21. Application. A mailer desiring to 
have mail plant loaded must complete 
Form 3815, Application for Plant-Load 
Authorization, and submit it to the 
postmaster of the post office serving the 
mailer’s plant. 

.22 Review. The local postmaster 
must review the application for 
completeness and forward it to his 


management sectional center (MSC) 
manager. The MSC manager must 
review the application and approve or 
deny it in accordance with 154.23 or 
154.24. If approved, he will forward the 
application to the transportation 
management office (TMO) manager. The 
TMO manager will review the 
application and approve or deny it in 
accordance with 154.23 or 154.24. If 
approved, he will forward the 
application to the Regional Plant Load 
Committee. This committee consists of 
the following officials or their designees: 
the Regional General Manager, Logistics 
Division, (chairman), and the Regional 
General Managers of the Budget and 
Cost, Accounting and Revenue 
Protection, Customer Programs, and 
Delivery Divisions. The Regional Plant 
Load Committee must review the 
application and approve or deny it in 
accordance with 154.23 or 154.24. Each 
official or group of officials reviewing 
the application must act upon it within 
two business day of receipt. 

.23 Approval. 

.231 Conditions. The application will 
be approved if it meets all of the 
requirements set forth in 154.3 for either 
intra- or inter-service-area plant loads, 
as appropriate. If the application is 
approved, the mailer must enter into the 
standard Plant Load Agreement with the 
Postal Service. 

.232 Failure to Meet Requirements. 
The local postmaster of the post office 
which serves the mailer’s plant is 
responsible for monitoring plant-load 
operations and must notify the Regional 
Plant Load Committee if, at any time, a 
mailer fails to meet the requirements set 
forth in these-regulations for two 
consecutive postal accounting periods, 
or a period set forth in the mailer’s 
plant-load agreement. The plant-load 
authorization must then be reevaluated 
by the Regional Committee. 

.24 Denial. The application will be 
denied if it does not meet all of the 
requirements set forth in 154.3 for either 


' intra- or inter-service-area plant loads. 


Any official or group of officials denying 
an application must notify the mailer in 
writing of the denial and the reasons 
therefor within three business days of 
the receipt of the application. 

.25 Appeal. 

.251 Appeal to Regional Plant Load 
Committee. If the application is denied 
by the MSC manager or TMO manager, 
the mailer may appeal in writing to the 
Regional Plant Load Committee. Such an 
appeal must be filed with the Chairman 
of the Regional Plant Load Committee, 
Regional General Manager Logistics 
Division, within 10 calendar days of the 
date of the mailer’s-receipt of the notice 
of denial. The Regional Committee must 


BEST COPY AVAILABLE 


52537 


notify the mailer in writing of the action 
taken on appeal within three business 
days of receipt of the appeal. If the 
application is denied, the Regional 
Committee must also inform the mailer 
of the reasons for the denial. 

.252 -Appeal to National Plant Load 
Policy Committee. If an application is 
denied by the Regional Plant Load 
Committee, the mailer may appeal to the 
National Plant Load Policy Committee at 
Postal Service Headquarters, which will 
issue a final ruling on the application. 
Such an appeal must be filed with the 
Chairman of the National Committee, 
the Director, Office of Transportation 
and International Services, Mail 
Processing Department, Washington, 
D.C. 20260-7130, within 10 calendar 
days of the date of the mailer’s receipt 
of the Regional Plant Load Committee's 
notice of denial. The National 
Committee consists of the following 
officials or their designees: Director, 
Office of Transportation and 
International Services, Mail Processing 
Department, (chairman); Director, Office 
of In-Plant Processing, Mail Processing 
Department; Director, Office of Mail 
Classification, Rates and Classification 
Department; Director, Office of Fleet 
Management, Delivery Services 
Department; Director, Office of 
Commercial Marketing, Customer 
Services Department; and Associate 
General Counsel, Office of Rate and 
Classification Law, Law Department. 


154.3 Requirements for Approval of 
Plant Load Applications. 


.31 Intra-Service Area. 

311. General. An application for an 
intra-service-area plant load will be 
approved if there is equipment available 
(154.312) and cost savings to the Postal 
Service are demonstrated under either 
Alternative 1 (154.313a) or Alternative 2 
(154.313b). 

.312 Equipment Availability. There 
must be equipment available to 
transport the vehicle to the BMC, ASF, 
MSC, or SCF, in the service area of the 
mailer’s plant. If equipment is not 
available, sufficient additional 
transportation equipment must be 
obtained, if possible. The application 
will not be granted until additional 
transportation equipment is obtained. 

.313 Cost Savings. The plant load 
must result in cost savings to the Postal 
Service. A cost savings can be 
demonstrated either under Alternative 1 
(154.313a) or Alternative 2 (154.313b) 
below. 

a. Alternative 1: Minimum Volume 
and Maximum Mileage. The current and 
future volume of mail to be plant loaded 
must be at least 50 percent of a vehicle 
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by weight or cube, and the mileage from 

. the mailer's plant te the destination 
postal facility must be 150 miles.or less. 
For mail verified and accepted at a 
mailer’s plant, the Postal Service may 
allow mailings verified at the plants of 
two or more mailers located in the same 
service area to be combined to meet the 
minimum volume requirement. For mail 
verified and accepted at the bulk mail 
acceptance unit of the origin BMC, ASF, 
MSC, or SCF, the minimum volume 
requirement must be met by the mailings 
of only one mailer. (See 154.423 for 
requirements for verification at postal 
facility.) 

b. Alternative 2: Detailed Cost Saving 
Analysis. If the mailer does not meet the 
criteria in Alternative 1 (154.313a), cost 
savings to the Postal Service must be 
demonstrated using the detailed 
analysis on Form 3815. 

.32 Inter-Service-Area. 

.321 General. An application for an 
inter-service-area plant load will be 
approved if there is equipment available 
(154.322) and cost savings to the Postal 
Service are demonstrated under either 
Alternative 1 (154.323a) or Alternative 2 
(154.323b) or Alternative 3 (154.323c). 

.322 Equipment Availability. There 
must be equipment available to 
transport the vehicle to the BMC, ASF, 
MSC, or SCF outside the postal facility's 
service area in which the mailer’s plant 
is located. If equipment is not available, 
sufficient additional transportation 
equipment must be obtained, if possible. 
The application will not be granted until 
additional transportation equipment is 
obtained. 

.323 Cost Savings. The plant load 
must result in cost savings to the Postal 
Service. A cost savings can be 
demonstrated under either Alternative 1 
(154.323a) or Alternative 2 (154.323b) or 
Alternative 3 (154.323c) below. 

a. Alternative 1: Minimum Volume 
and Maximum Mileage. 

(1) Minimum Volume. The current and 
future volume of mail to be plant loaded 
must be at least 60 percent of a vehicle 
by weight or cube. Mailings of two or 
more mailers located in the same service 
area may be combined to make up the 
minimum volume. 

(2) Maximum Mileage for Highway. 

(a) If the plant-load transportation is 
via highway and bypasses the origin 
SCF and at least one BMC, ASF, or 
ADC, the mileage from the mailer’s plant 
to the destination postal facility must be 
275 miles or less. 

(b) If the plant-load transportation:is 
by highway and bypasses only the 
origin SCF, the mileage from the mailer's 
plant to the destination postal facility 
must be 150 miles or less. 


(c) There is no mileage criterion for 
plant-load transportation by:railroad or 
water. 

b. Alternative 2: Detailed‘Cost 
Savings Analysis. If the mailer does not 
meet the applicable criteria in 
Alternative 1 (154.323a), cost savings to 


the Postal Service:must be demonstrated _ 


by using the detailed analysis on Form 
3815. 

c. Alternative 3: Mail Processing 
Capacity. Even if the mailer does not 
satisfy either Alternative 1 (154:232a) or 
Alternative 2 (154.323b), the cost savings 
criteria may de deemed to be satisfied if 
the local origin postal facility is 
operating at or near its mail processing 
capacity for the type of mail plant- 
loaded. The Regional Plant Load 
Committee shall determine whether a 
facility is'at or near its mail processing 
capacity and whether to authorize plant 
load in such cases. If the Regional Plant 
Load Committee subsequently 
determines that the local origin postal 
facility is operating below its mail 
processing capacity for the class or type 
of mail plant-loaded, the Regional 
Committee must reevaluate the plant- 
load authorization. 


154.4 Verification and Collection of 
Postage. 


1 General. All plant-loaded hail 
must be verified and postage and fees 
collected in accordance with the 
Domestic Mail Manual (DMM) and 
Management Instruction, DM-120-84-1, 
National Bulk Mail Verification 
Program, or subsequent reissues thereof, 
except as provided below. 

42 Verification of Intra-Service- 
Area Plant Loads. . 

421 General. Intra-service-area 
plant-loaded mail must be verified at the 
mailer’s plant, at the origin MSC or SCF 
if authorized by the MSC manager, or at 
the origin BMC or ASF, if authorized by- 
the ASF or BMC manager. 

422 Verification at the Mailer’s 
Plant. Intra-service-area plant-loaded 
mail must be verified at the plant by a 
clerk qualified to perform verification 
procedures unless authorization to 
verify mail at the origin BMC, ASF, MSC 
or SFC has been granted under 154.423 
and .424. 

423 Verification at Postal Facility. 
Authorization to verify mail at the origin 
BMC, ASF, MSC, or SCF may be granted 
only if all of the following conditions are 
met: 

a. There is no Detached Mail Unit 
(DMU) at the mailer’s plant. 

b. The mailer is located within the 
service area of the BMC, ASF, MSC or 
SCF where verification will take place. 

c. Each vehicle contains the mail of 
only one mailer. 


d. Each vehicle-contains no more than 
five mailings and each mailing is 
physically separated. 

e. If a Form 3541, 3541A, 3602, 3602, 
3602PC, or 3605, Mailing Statement, is 
required to be completed, the original 
mailing statement must accompany each 
vehicle if there is only one mailing on 
the vehicle, or mailing in the vehicle. 
Where a’single mailing is contained in 
more thar one vehicle, a separate 
mailing statement must accompany each 
vehicle for each mailing segment. 

f. The mailer must maintain a plant 
load control log containing a.copy of 
each mailing statement, numbered 
sequentially, the number of each vehicle 
used to transport the plant-loaded mail, 
and the name of the BMC, ASF, MSC, or 
SCF where verification will take place. 

g. The mail can be physically verified 
at the BMC, ASF, MSC, or SCF, i.e, the 
mailing is not shrink-wrapped or 
otherwise prepared so that an in-depth 
verification could not be performed. . 

424 Conditions for Verification at 
Postal Facility. If mail is to be verified at 
the origin BMC, ASF, MSC, or SCF: 

a. Before the vehicle leaves the 
mailer's plant, the mailer must place on 
the vehicle a distinctive placard 
provided by the Postal Service which 
indicates that verification is required. 
The driver will not pick up the vehicle 
unless this placard is on the vehicle. 

b. The TMO must report the empty 
weight of the vehicle to the BMC, ASF, 
MSC, or SCF verification unit prior to 
the vehicle's arrival at the verification 
unit. 

.425 Correcfive Action. If intra- 
service-area plant-loaded mail is 
verified at'the BMC, ASF, MSC, or SCF 
verification unit:-and the verification 
shows an error rate‘of 10 percent or 
more, the mailer has the following two 
options: 

a. The mailer pays the single-piece 
rate on that portion of the mailing 
estimated to be improperly prepared. 

b. Within 24 hours, the mailer either 
transports the mailing or arranges for 
Postal Service to transport the mailing to 
the mailer’s plant, at the mailer's 
expense, for reworking the mailing to 
comply with the applicable make-up 
requirements for its class. If the mailer 
does not transport the mail or request 


- transportation for it within 24 hours, the 


mailer will reimburse the Postal Service 
for detention in accordance with 154.6. 

43 Verification of Inter-Servie-Area 
Plant Loads. Inter-service-area plant- 
loaded mail must be verified at the plant 
by a clerk qualified to perform 
verification procedures. 

44 Payment of Postage and Fees. 
Payment of postage and fees for plant- 
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loaded mail must be made to the origin 
post office prior to the vehicle being 
transported from the mailer's plant. 


154.5 Preparation Requirements for 
Plant-Loaded Vehicles. : 


51 Intra-Service-Area Plant Loads. 
Intra-service-area plant-loaded vehicles 
must fill 50 percent or more of a vehicle 
by weight or cube addressed to that 
service area. 

52 Inter-Service-Area Plant Loads. 

521 Vehicles Containing Five or 
Fewer Mailings. Inter-service-area plant- 
loaded vehicles containing five or fewer 
mailings must be prepared in 
accordance with the following 
preparation requirements for the 


'_ appropriate class or type of mail. 


a. First-Class Mail. 

(1) 3-Digit ZIP Code Destination. 
When mail filling 60 percent or more of 
a vehicle by weight or by cube is 
addressed to the same 3-digit ZIP Code, 
the mailer must prepare a direct vehicle 
for that 3-digit ZIP Code. 

(2) SCF Destination. When, after 
making up all possible 3-digit vehicles, 
there is mail filling 60 percent or more of 
a vehicle by weight or by cube 
addressed to the same SCF service area, 
the mailer must prepare a direct vehicle 
for that SCF. 

(3) ADC Destination. When, after 
making up all possible 3-digit and SCF 
vehicles, there is mail filling 60 percent 
or more of a vehicle by weight or by 
cube addressed to the same area 
distribution center (ADC) service area, 
the mailer must prepare a direct vehicle 
for that ADC. 

b. Second-Class Mail. 

(1) 3-Digit ZIP Code Destination. 
When mail filling 60 percent or more of 
a vehicle by weight or by cube is 
addressed to the same 3-digit ZIP Code, 
the mailer must prepare a direct vehicle 
for that 3-digit ZIP Code. 

(2) SCF Destination. When, after 
making up all possible 3-digit vehicles, 
there is mail filling 60 percent or more of 
a vehicle by weight or by cube 
addressed to the same SCF service area, 
the mailer must prepare a direct vehicle 
for that SCF. E 

(3) SDC Destination. When, after 
making up all possible 3-digit and SCF 
vehicles, there is mail filling 60 percent 
or more of a vehicle by weight or by 
cube addressed to the same state 
distribution center (SDC) service area, 
the mailer must prepare a direct vehicle 
for that SDC. 

(4) Transfer Hubs. When, after making 
up all possible 3-digit, SCF, and: SDC 
vehicles, there is mail filling 60 percent 
or more of a vehicle by weight or by 


cube addressed to the service area of 

the same transfer hub the mailer must 

= a direct vehicle for that transfer 
ub. 

c. Third-Class.and Non-Machinable 
Fourth-Class Mail. 

(1) 3-Digit ZIP Code Destination: 
When mait filling 60 percent or more of 
a vehicle by weight or by cube is 
addressed to the same 3-digit ZIP Code, 
the mailer must prepare a direct vehicle 
for that 3-digit ZIP Code. 

(2) SCF Destination. When, after 
making up all possible 3-digit vehicles, 
there is mail filling 60 percent or more of 
a vehicle by weight or by cube 
addressed to the same SCF service area, 


the mailer must prepare a direct vehicle — 


for that SCF. 

(3) BMC or ASF Destination. When, 
after making up all possible 3-digit and 
SCF vehicles, there is mail filling 60 
percent or more or a vehicle by weight 
or by cube addressed to the same BMC 
or ASF service area, the mailer must 
prepare a direct vehicle for that BMC or 
ASF. 

d. Machinable Fourth-Class Mail 
(Except Bound Printed Matter). 

(1) 5-Digit ZIP Code Destination. 
When mail filling 60 percent or more of 
a vehicle by weight or by cube is 
addressed to the same 5-digit ZIP Code, 
the mailer must prepare a direct vehicle 
for that 5-digit ZIP Code. 

(2) BMC or ASF Destination. When, 
after making up all:possible 5-digit 
vehicles, there is mail filling 60 percent 
or more of a vehicle by weight or by 
cube addressed to the same BMC or 
ASF service area, the mailer must 
prepare a direct vehicle for that BMC or 
ASF. 

e. Machinable Bound Printed Matter. 

(1) SCF Destination. When mail filling 
60 percent or more of a vehicle by 
weight or cube is addressed to the same 
SCF service area, the mailer must 
prepare a direct vehicle for that SCF 
service area. 

(2) BMC or ASF Destination. When, 
after making up all possible SCF 
vehicles there is mail filling 60 percent 
or more of a vehicles by weight or by 
cube addressed to the same BMC or 
ASF service area, the mailer must 
prepare a direct vehicle for that BMC or 
ASF. 

f. Residue. Residue is the part of a 
mailing which remains after all of the 
above preparation requirements for the 
appropriate class of mail have been met. 
The Postal Service, using appropriate 
transportation, will transport such 
residue to the postal facility selected by 
the TMO. : 


— 
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.522 Vehicles Containing Six or More 
Mailings. Inter-service-area plant-loaded 
vehicles containing six or more mailings 
must be prepared in accordance with 
the following preparation requirements 
for the appropriate class or type of mail. 

a. First-Class:Mail: When there is mail 
filling 60 percent or more of a vehicle by 
weight or by cube addressed to the 
same ADC service area, the mailer must 
prepare a direct vehicle for that ADC. 

b. Second-Class Mail. When there is 
mail filling60 percent or moreof a 
vehicle by weight or by cube addressed 
to the service area‘of the same transfer 
hub, the mailer must prepare a direct 
vehicle for that transfer hub. 

c. Third- and Fourth-Class Mail. When 
there is mail filling 60 percent or more of 
a vehicle by weight or by cube 
addressed to the same BMC or ASF 
service area, the mailer must prepare a 
direct vehicle for that BMC or ASF. 

d. Residue: Residue is the part of a 
mailing which remains after all of the 
above preparation requirements for the 
appropriate class or type of mail have 
been met. The Postal Service, using 
appropriate transportation, will : 
transport such residue to the postal 
facility selected by the TMO. 


154.6 Reimbursement for Nonpostal 
Services. 


.61 General. The Postal Service will 
obtain reimbursement from mailers for 
nonpostal services furnished by. the 
Postal Service in providing plant-load 
service only as authorized: below. 

.62 Detention of Trailers. 

.621 General. The Postal Service will 
obtain reimbursement in accordance 
with 154.622-.625 from plant-load 
mailers for detention of trailers where 
trailers furnished by the Postal Service 
to provide plant-load service-are 
detained as a result of some action or 
inaction of the mailer. 

.622 Request to Detain Trailers. 

a. Plant-load mailers desiring to 
detain trailers longer than the time 
necessary to load:them must make such 
a request to the Postal Service at least 
24 hours in advance of the requested 
date and time of the trailer’s arrival. The 
mailer must agree to reimburse the 
Postal Service for the cost of detaining 
the trailers. The Postal Service must 
approve the request to detain trailers 
before the trailers will be sent to the 
mailer's plant. 


b. If the mailer did not submit a timely 
request to detain trailers, but 
nevertheless detains trailers longer than 
the time necessary to load them, the 
mailer must reimburse the Postal 





Service for the cost of detaining the 
trailers. 

£23 Non-reimbursable Detention 
Period. Plant-load mailers who submit 
timely requests to detain trailers may do 
so for 24 hours without reimbursing the 
Postal Service for detention. The non- 
reimbursable period begins at the date 
and time the trailer arrives at the 
mailer’s plant or, at the date and time at 
which the mailer requested the trailer to 
arrive, whichever is later, and ends 24 
hours later, excluding Saturdays, 
Sundays, and holidays. For example, if a 
trailer arrives at 5:00 p.m. Friday, the 
non-reimbursable period ends 5:00 p.m. 
Monday, or 5:00 p.m. Tuesday if Monday 
is a holiday. 

624 Determination of Reimbursable 
Detention Period. 

a. If the plant-load mailer has 
submitted timely requests to detain 
trailers, the reimbursable detention 
period begins at the expiration of the 
non-reimbursable detention period. 

B. If the mailer did not submit timely 
requests to detain trailers, the 
reimbursable detention period begins at 
the date and time the trailer arrives at 
the plant, or at the date and time at 
which the mailer requested the trailer to 
arrive, whichever is later. 

c. The reimbursable period ends when 
the trailer is ready for dispatch and the 
mailer so notifies the Postal Service. 

625 Calculation of Reimbursement. 
Reimbursement will be made for each 24 
hours, or fraction thereof, of the 
reimbursable detention period that a 
vehicle is detained. After the non- 
reimbursable detention period ends, 
Saturdays, Sundays, and holidays will 
be included in the calculation of 
detention reimbursement. 

a. Highway Transportation Trailers. 
Reimbursement for each highway 
transportation trailer will be equal to 
the average daily cost to the Postal 
Service of leasing a trailer in the origin 
TMO service area during the preceding 
postal quarter. 

b. Rail Transportation Trailers. 
Reimbursement for each rail 
transportation trailer will be equal to 
the demurrage or detention charge 
payable by the Postal Service under the 
rail transportation contract under which 
the trailer is furnished to the Postal 
Service by the railroad. 

63 Bobtailing, Deadheading, 
Waiting/Holding Charges. The Postal 
Service will obtain reimbursement from 
plant-load mailers for bobtailing, 
deadheading, or waiting/holding, where 
such charges are incurred in order to 
provide plant-load service as.a result of 
some action or inaction by the mailer. 
Reimbursement will equal to the charge 


for such service payable by the Postal 
Service under the transportation 
contract. 

4 Non-Reimbursable Charges. 

641 The Postal Service will not 
obtain reimbursement from plant-load 
mailers for detention of trailers which 
results some action or inaction of 
the Postal Service. 

642 The Postal Service will not 
obtain reimbursement from plant-load 
mailers where bobtailing, deadheading 
or waiting/holding charges are incurred 
as a result of some action or inaction of 
the Postal Service. 

643 The Postal Service will not 
obtain reimbursement from plant-load 
mailers for user’s charges paid by the 
Postal Service to a railroad contractor 
for the movement of railroad trailers 
beyond the commercial zone of the 
railroad terminus. 


154.7 Transportation. 


.71 Selection of Mode of 
Transportation. The TMO will select the 
least costly mode of transportation that 
will meet the service objectives for the 
class of mail plant-loaded. The mode of 
transportation will not be changed at the 
request of the mailer. 

.72 Mailer Transportation. Mailers 
may not transport their own plant- 
loaded mail unless there is a highway 
contract between the Postal Service and 
the mailer. The awarding of a highway 
contract to the mailer will not be 
considered in deciding whether to 
authorize the plant load. 

.73 Holding, Storing, or Delaying 
Dispatch. The Postal Service will not 
hold, store, or otherwise delay the 
dispatch of plant-loaded mail released 
to the Postal Service, except as provided 
in the plant-load agreement with the 
mailer. 

.74 Relocation of Trailers. The Postal 
Service will not relocate trailers at a 
mailer’s plant. 

154.8 Service Objectives. The service 
objectives that apply to the class of mail 
being transported will apply to the 
plant-loaded mail. Plant-loaded mail 
may have deferred service objectives, if 
provided for in the plant-load 
agreement. 

An appropriate amendment to 39 CFR 
111.3 to reflect these changes will be 
published if the proposal is adopted. 

W. Allen Sanders, 


Association General Counsel, Office of 
General Law and Administration. 


[FR Doc. 85-30389 Filed 12-23-85; 8:45 am] 
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ENVIRONMENTAL PROTECTION 
AGENCY 


40 CFR Part 131 
[OW-FRL-2920-2] 


Water Quality Standards for Surface 
Waters of the Commonweaith of 
Kentucky 

AGENCY: Environmental Protection 
Agency. 

ACTION: Proposed rule. 


sumMMARY: On April 8, 1985, the 
Kentucky Natural Resources & 
Environmental Protection Cabinet 
adopted revisions to the 
Commonwealth's Water Quality 
Standards in accordance with section 
303{c) of the Clean Water Act. 
Subsequent to adoption by the 
Commonwealth, a Johnson County 
Circuit Court judge issued an injunction 
blocking the Commonwealth's 
enforcement of portions of the revised 
state standards. The most significant 
enjoined revision is the new chloride 
criterion for warmwater aquatic life. 
This notice proposes a rule establishing 
a chloride criterion to protect 
warmwater aquatic life in Kentucky to 
replace the enjoined State criterion. A 
proposed rule addressing the remaining 
enjoined provisions of Kentucky's water 
quality standards will be handled in a 
separate action. 


DATEs: Ail written comments received 
on or before March 1, 1986, will be 
considered in the preparation of the 
final rule. Public Hearings will be held 
on February 19, 1986 and February 20, 
1986 in Slade, Kentucky and 
Owensboro, Kentucky See Addresses 
below. 

ADDRESSES: Written comments should 
be addressed to Rosemary M. Patton, 
Water Quality Section, Water 
Management Division, Environmental 
Protection Agency, 345 Courtland Street 
NE., Atlanta, Georgia 30365. Hearing 
addresses: Activity Center, Natural 
Bridge State Park, Slade, Kentucky, 
February 19, 1986, 7:00 p.m.; Ohio Room, 
Executive Inn Rivermont, 1 Executive 
Boulevard, Owensboro, Kentucky, 
February 20, 1986, 7:00 p.m. 

Both oral and written comments will 
be accepted at the hearings. The 
Hearing Officer reserves the right to fix 
reasonable limits on the time allowed 
for oral presentations. Written 
comments are encouraged. 


FOR FURTHER INFORMATION CONTACT: 
Rosemary M. Patton, Water 
Management Division, Environmental 
Protection Agency, 345 Courtland Street 
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NE., Atlanta, Georgia 30365, 404/881- 
3116. 

SUPPLEMENTARY INFORMATION: Section 
303 of the Clean Water Act, amended, 
(hereinafter the Act) requires the 
adoption. of water quality standards, 
consisting of designated uses and in- 
stream water.criteria to protect such 
uses, for all waters of the United States. 
Section 303(c)(4). provides that.in any - 
case where it is determined that.a 
revised or new water quality standard is 
necessary to meet the requirements of 
the Act, the Administrator shall publish 
proposed regulations setting forth a 
revised or new water quality standard 
for the navigable waters involved. The 
Administrator shall promulgate any new 
or revised standard not later than ninety 
(90) days after publication of the 
proposed standard. The Agency’s 
regulations for implementing section 
303(c) of the Act are codified at 40 CFR 
Part 131. Guidance for these regulations 
is contained in the Water Quality 
Standards Handbook (December 1983) 
and Technical Support Manual: 
Waterbody Surveys and Assessments 
for Conducting Use Attainability 
Analyses (Volumes I, II and Ill). 


A. Background . 


Kentucky's water quality standards 
are found at Chapter 401 of the 
Kentucky Administrations Regulations 
(KAR), Sections-5:026, 5:029, and 5:031. 
On April 8, 1985, the Kentucky Natural 
Resources and Environmental Protection 
Cabinet (hereinafter the Cabinet) 
adopted revisions to its water quality 
standards pursuant to the requirements 
of section 303(c) of the Act. The 
revisions were submitted to EPA on 
May 24, 1985 and approved on July 10, 
1985. 

Subsequent to adoption of the revised 
standards by the Cabinet, a Johnson 
County Circuit Court Judge issued a 
temporary injunction prohibiting 
enforcement of the revisions to 401 KAR 
5:031. The injunction was the result of a 
complaint filed by several individuals 
claiming that portions:of 401 KAR 5:031 
were not properly promulgated and are 
contrary to law. The most significant, 
and perhaps controversial, change to 401 
KAR 5:031 was the addition of a 
chloride criterion for warmwater aquatic 
life. Heretofore, the standards included 
a chloride criterion only for domestic 
water supply. 

Chloride represents a significant. 
problem in many of Kentucky's waters 
and has been shown to be:directly 
related to discharges of brine from oil 
“stripper” wells. (A stripper well is 
defined-as one that produces less than 
ten barrels per day.) In an-effort to 
address this significant problem, the 


Commonwealth has taken several 
actions in the last few years. One such 
action was approvaliof a regulation 
which mandates underground injection 
or the-transport and disposal off-site of 
produced water (brine) wherever 
economically feasible. 

Another action by the Commonwealth 
was the commission of a study to 
develop numerical criteria for chloride 
that would:assure protection of 
warmwater aquatic’species in the 
Commonwealth of Kentucky. These 
criteria would be used to establish 
water quality based effluent limitations 
for dischargers who dre unable'to utilize 
underground injection:techniques or off- 
site disposal and must continue to 
discharge to surface waters of the 
Commonwealth. 

The:study was conducted by the 
University of Kentucky in accordance 
with a Memorandum.of Agreement 
between the Cabinet and the University. 
The objective of the study was to 
perform both toxicity tests and 
monitoring studies to determine the 
effects of chloride on warmwater 
species of aquatic life and to 
recommend numerical criteria 
appropriate for protecting warmwater 
species in Kentucky. Direct toxicological 
monitoring was conducted-in the field 
on both impacted and unimpacted 
waters and comparative acute toxicity 
tests were performed in the laboratory. 
In conducting side-by-side acute toxicity 
tests onan aquatic invertebrate using 
the same concentration of chloride in 
both reconstituted laboratory water and 
in natural stream water, chloride was 
found to be approximately twice-as 
toxic in the laboratory water as in the 
natural water. An extensive field study, 


involving biotic surveys of a second 


order stream receiving a chloride 
effluent, also revealed that standard 
laboratory tests apparently 
overestimated the impact of chloride on 
the natural biotic communities. 

Considering the field data and best 
overall interpretation of laboratory 
toxicity data, the Commonwealth 
determined ‘that the average 
concentration of chloride should not 
exceed 600 mg/1 and the maximum 
concentration should not exceed 1,200 
mg/1 to protect freshwater aquatic life. 
Therefore, Kentucky adopted a 600 mg/1 
criterion for waters with a freshwater 
aquatic life designated use. 

Numerical criteria represent the most 
practical and direct mechanism for 
establishing water quality based 
treatment controls to protect the 
designated or existing uses of a 
waterbody: As a result of the court 
injunction, Kentucky is unable to 
implement.the numerical criterion for 
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chloride it adopted and ‘is thus hindered 
in its ability to readily control this 
significant pollutant. 


B. Statutory Basis and Purpose 


Under section 303({c) of the Act, a 
water quality standard for a specific 
waterbody basically consists of two 
components: a designated use for which 
a waterbody is to be protected (such as 
recreation, fish and. wildlife, or 
agriculture) and:numercial or qualitative 
pollutant criteria which will support the 
designated use: 

Section 303{c) of the Act requires that 
State water quality standards “. . . be 
such as to protect the public health or 
welfare, enhance the quality of water 
and serve the purposes of this Act. Such 
standards shail be established taking 
into consideration their use and value 
for propagation of fish and wildlife, 

. . -"” Key concerns of this statutory 
section are the enhancement of water 
quality and the protection of the 
propagation of fish. The ultimate 
purpose of water quality of water 
quality standards, as with the other 
sections of the Act, is to achieve the 
national goal, wherever attainable, of 
water quality which provides for the 
protection and propagation of fish, 
shellfish; and wildlife and provides for 
recreation in and on the water [section 
101(a)(2)] 

EPA's Water Quality Standards 
regulations at 40 CFR Part 131 provide 
that States must'review water quality 
data and information on discharges to 
identify specific water bodies where 
toxic pollutants may be adversely 
affecting water quality or the attainment 
of the designated use or where the levels 
of toxic pollutants are ata level to 
warrant concern-and must adopt criteria 
for such pollutants to protect the 
designated uses. 

The adoption of a chloride criterion 
by Kentucky represents an effort by the 
Commonwealth to satisfy this 
requirement (48°FR 51400, 131.11(a)(2)). 
The Court's injunction prohibiting 
enforcement of the standard results in a 
situation which is inconsistent with 
EPA’s regulation in that a specific 
pollutant adversely affecting the 
attachment of a use was identified by 
the State, but'the State is now 
constrained from putting into place 
environmental! controls to resolve a 
known problem. Accordingly, under the 
provisions of section 303{c)(4)(B), of the 
CWA, the Administrator has determined 
that a new or revised standard is 
necessary to meet the requirements of 
the Act and is proposing to promulgate a 
Federal chloride criterion for Kentucky. 
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C. The Proposed Criteria 

The Agency's proposed-rule would 
establish a chloride criterion to protect 
warmwater aquatic life in Kentucky. In 
the absence of published national 


criteria for chloride under section 304(a) - 


of the Act, EPA is proposing to 
promulgate the chloride criterion 
developed by the Commonwealth of 
Kentucky. In the study conducted by the 
University of Kentucky, this criterion 
was found to be protective of 
warmweater aquatic life in significant 
stream systems in the State. For 
warmwater aquatic life, the allowable 
instream concentration for chloride shall 
be 600 mg/1 as a 30-day average with a 
maximum concentration of 1,200 mg/1 
not be exceeded at any time. These 
criteria protect aquatic life from both 
acute and chronic toxicity. 

The Agency's proposed rule does not 
endorse establishment of this criterion 
on a national basis nor does it preclude 
EPA, at some later date, from 
reconsidering and revising through 
rulemaking the chloride criterion 
proposed herein for Kentucky. 
Development and publication of water 
quality criteria is an ongoing process 
and as new scientific information 
becomes available, criteria are 
reevaluated and revised as appropriate. 
D. Initial Regulatory Flexibility Analysis 

Section 303(c) specifies that water 
quality standards be established for all 
water which consist of designated use 
for the segment and criteria to protect 
the uses. EPA's regulations 
implementing § 303 provide that criteria 
must contain sufficient parameters or 
constituents to protect the designated 
use. 

Because there is a documented 
chloride problem in Kentucky which can 
interfere with the uses designated by the 
Commonwealth the standards for 
Kentucky waters must include a 
criterion at a level which protects such 
uses from chloride. Since the court 
action has effectively repealed the 
chloride criterion adopted by Kentucky, 
its standards no longer meet the 
requirements of the Act. In such 
circumstances, section 303(c)(4) directs 
EPA to promulgate standards which do 
meet the requirements of the Act. 

Accordingly, under the scheme 
contemplated by Congress and these 
facts, EPA has no alternative but to 
promulgate a water quality standard, 
and in promulgating such a standard, to 
develop one which contains a criterion 
which protects the use(s) designated by 
Kentucky. (Under section 510 of the Act, 
EPA does not have the option of 
downgrading a State-designated use.) 


The proposed WQS will potentially 
affect anyone who discharges chloride 
into navigable waters of the 
Commonwealth of Kentucky, since 
anyone discharging into such waters 
must comply with a NPDES permit 
whose terms assure compliance with 
water quality standards. The primary 
group that potentially will be affected 
are producers of oil and gas. Produced 
water which is generally high in 
chlorides accompanies all production of 
oil and gas. However, currently all gas 
producers and oil producers with the 
exception of those producing from 
stripper wells are subject to a 
technology-based no-discharge 
regulation, 40 CFR 435.32. Therefore, the 
only producers potentially affected by 
these proposed water quality standards 
are those producing oil from stripper 
wells. 

There are approximately 15,500 
producing oil wells in the State and 77 
percent of these wells are stripper wells, 
i.e., wells that produce less than 10 
barrels of oil per day. Of the wells 
which produce less than 10 barrels of oil 
per day, the amount of produced water 
varies generally from 1 to 10 barrels of 
produced water for every barrel of oil. 
The Commonwealth data also indicates 
that the oil-producing wells are owned 
by 1,920 producers. Of these, 1,684 are 
considered as small operators, i.e., 
owning less than 10 wells each. 
Approximately 900 own only one well 
each. The total number of wells owned 
by small operators (1,684) is 
approximately 4,000 of the 15,500 total: 
The fact that a producer may own one 
well or less than 10 wells, even 
assuming they are all stripper wells, 
does not necessarily mean it is a small 
entity. Many of these wells would not be 
expected to provide the sole or primary 
source of income for the producers. For 
example, the average production of oil 
from a stripper well, based on 
Commonwealth research, is 
approximately 1 barrel of oil a day. This 
would generate approximately $40 in 
gross revenue, with a profit range of $5- 
$10 a barrel. The Agency does not have 
sufficient data to document the impact 
on earnings of meeting the standard and 
requests specific comment on this 
question during the comment period. 

Surface water discharges will be 
subject to water quality based effluent 
limitations compatible with the Federal 
water quality criterion for chloride. 
Producers on large streams with 
sufficient assimilative capacity could 
perhaps meet the instream criteria for 
chloride with a modest investment 
whereas dischargers to small, low-flow 
streams probably would require 
disposal by reinjection methods. 


BEST COPY AVAILABLE 
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Transportation to a centralized 
reinjection facility would be the most 
cost-effective means of disposal for 
operators on small, low-flow streams. 
Small operators will probably bear the 
greatest burden because some large 
operators are currently achieving zero- 
discharge through reinjection. Well 
closures could possibly result in some 
cases where the cost of compliance 
prohibits viable production. It is 
estimated by the Commonwealth that 
there would be a 5-percent reduction in 
oil production as a result of this 
criterion. The Agency invites comment 
— economic impact of the proposed 
e. 

As part of its regulatory flexibility 
analyses, the Agency also considered 
possible recordkeeping or reporting 
impact on small entities. Such 
recordkeeping and reporting impacts 
which might occur are minimal and 
result from the need for a discharger 
discharging brine directly to surface 
waters to obtain a national pollutant 
discharge elimination system permit and 
then to follow the discharge conditions 
set forth in that permit. If underground 
injection or transport and disposal of 
brine off-site are the methods used, no 
NPDES permit is required. 

Current Commonwealth regulation 
requires underground injection of 
transport and disposal of brine off-site 
wherever economically feasible. The 
criteria proposed in this rule, if finally 
promulgated, would be used by the State 
to establish water quality based effluent 
limitations for dischargers who are 
unable to use these techniques and must 
continue to discharge to surface waters 
of the Commonwealth. 

It is these currently unregulated 
dischargers who have no current 
treatment controls in place that the 
Commonwealth was attempting to 
control through its adoption of a 
criterion for chlorides and who would 
be most directly affected by the Federal 
proposal. Since this proposed rule is 
aimed at eventually establishing 
treatment controls for the discharge of 
brine from small entities, it is clear that 
this rule cannot provide exemptions for 
such small entities. 

Under the current EPA water quality 
standards regulation, short-term 
variances to water quality standards 
may be granted to individual 
dischargers based on any one of several 
factors including “substantial and 
widespread economic.and social 
impact” (40 CFR 131.10(g)(6)). It is 
doubtful, however, that an operator of 
only one or a few wells could meet the 
economic test for a variance. 
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E. Executive Order 12291 


Executive Order 12291 requireg EPA 
and other agencies to perform regulatory 
and impact analyses of major 
regulatons. Major rules are those which 
impose a cost on the economy of $100 
million a year or more or have certain 
other economic impacts. This regulation 
is not a major rule because its 
annualized cost, as discussed above, is 
significantly less that $100 million and it 
meets none of the other criteria 
specified in section 1{b) of the Executive 
Order. Also, as required by Executive 
Order 12291, this.proposed rule has been 
reviewed by the Office of Management 
and Budget. 


F. Regulatory Flexibility Act 
Requirements 


Under the Regulatory Flexibility Act, 5 
U.S.C. 601 et seq., the Administrator is 
required to conduct an initial regulatory 
flexibility analysis describing the impact 
of the proposed rule. A summary of the 
analysis is included as Part D of this 
proposal. Copies of the complete 
analysis are available from the person 
listed under the section “For Further 
Information Contact”. 


G. Availability of the Record 


The entire administrative record 
concerning the Kentucky Water Quality 
Standards discussed in this preamble, 
including the University of Kentucky 
study on chloride toxicity, is available 
for public inspection and copying at the 
Environmental Protection Agency, 
Region IV Office, Water Quality Section, 
345 Courtland Street, NE., Atlanta, 
Georgia 30365, and the U.S. 
Environmental Protection Agency 
Library, 401 M Street SW., Washington, 
DC 20460. 


H. List of Subjects in 40 CFR Part 131 


Water pollution control, 
Intergovernmental relations, 
Administrative practices and 
procedures, Reporting and 
recordkeeping. 

Dated: December 12, 1985. 

Lee M. Thomas, 
Administrator. 


PART 131—[ AMENDED] 
1. The authority citation for Part 131 
continues to read as follows: 
Authority: 33 U.S.C. 1313(c). 


2. Part 131 of Chapter 1, Title 40 of the 
Code of Federal Regulations is proposed 
bo be amended by adding § 131.35 as 
follows: 


§ 131.35 Kentucky. 


The water quality standards 
applicable to the waters of Kentucky 
adopted by the Kentucky Natural 
Resources and Environmental Protection 
Cabinet on April 8, 1985, are amended: 
as follows: 


Section 4. Aquatic Life. (1) Warmwater 
aquatic habitat. The following parameters 
and associated criteria are for the protection 
of productive warmwater aquatic 
communities, fowl, animal wildlife, arborous 
growth, agricultural and industrial uses: 

(i) Toxics: 

4. Allowable instream concentrations of 
specific parameters are outlined in Table I. 
These values are based on protecting aquatic 
life from both acute and chronic toxicity. 


TABLE |.—WARMWATER AQUATIC HABITAT 
- CRITERIA 


Concentration 


600 mg/I as a 30-day aver- 
age, not to exceed a maxi- 
mum of 1,200 mg/I at any 


time. 


. 


[FR Doc. 85-30249 Filed 12-23-85; 8:45 am] 
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FEDERAL COMMUNICATIONS 
COMMISSION 


47 CFR Part 100 
[MM Docket No. 85-32] 


In Matter of the Rules Concerning 
Technical Standards for Direct 
Broadcast Satellite Service 


AGENCY: Federal Communications 


. Commission. 


ACTION: Proposed rule; Order extending 
time for filing comments. 


SUMMARY: This Order extends the time 
for filing comments in MM Docket No. 
85-32 regarding technical standards for 
direct broadcast satellite service (50 FR 
6971; February 19, 1985). This extension 
is in response to a Motion for Extension 
of Time filed by the Direct Broadcast 
Satellite Association (DBSA). 


DATES: Comments must be filed on or 
before February 14, 1986, and reply 
comments on or before March 15, 1986. 


ADDRESS: Federal Communications 
Commission, Washington, DC 20554, 


FOR FURTHER INFORMATION CONTACT: 
Bernard Gorden, Policy and Rules 
Division, Mass Media Bureau, (202) 632- 
9660. 


52543 


Order Extending Time for Filing 
Comments to Notice of Proposed Rule 
Making ’ 


In the matter of amendment of Subpart C of 
Part 100 of the Commission's Rules and 
Regulations with Respect to Technical 
Standards for Direct Broadcast Satellite 
Service, MM Docket No. 84-32. 

Adopted: December 13, 1985. 

Released: December 17, 1985. 


By the Chief, Mass Media Bureau. 


1. The deadlines for filing comments 
and reply comments in this proceeding. 
as extended twice by earlier Orders, are 
now December 6, 1985, and January 10, 
1986, respectively. On November 27, 
1985, the Direct Broadcast Satellite 
Association (DBSA), the principal 
industry coordinating respondent in this 
proceeding, filed its third request for 
additional time for submission of 
comments. 

2. In support of its request, DBSA 
stated that its plans for comprehensive 
tests of alternative proposed Direct 
Broadcast Satellite (DBS) systems 
(including alternative signal formats) 
have been completed. It also reported 
that the tests included comparative 
testing of the NTSC system used for 
planning at RARC-83, a B~-NTSC 
system, and a B-MAC system. DBSA 
claimed that the test results should 
show whether the B-NTSC and B-PMAC 
systems cause more or less interference 
to other systems than the RARC-83 
(NTSC-M) signal format. The DBSA 
standards committee believes that the 
results of the tests will be a major 
contribution to the formulation of 
voluntary industry standards. However, 
DBSA stated that the tests produced a 
voluminous amount of data which its 
standards committee must fully analyze 
in order to make a recommendation. 
Consequently, DBSA claimed that 
because of the amount of time consumed 
in making the tests and the time 
necessary for analysis, it cannot meet 
the December 6, 1985, comment date. 
Therefore, DBSA requested an extention 
of time to March 1, 1986, to file initial 
comments on the voluntary standards 
and standards of good industry practice 
proposed in the Notice (adopted 
February 6, 1985), and until April 4, 1986, 
to file reply comments. 

3. We note that this is the third 
request for extention of the comment 
period, resulting in a total delay of a 
year. We reiterate that our goal in this 
proceeding is to adopt only those 
standards which are required to limit 
interference and to assure a reasonable 
degree of interoperability among DBS 
systems and receivers in the hands of 
the public. While the results of DBSA‘s 





system testing may be pivotal in the 
selection of a standard signal format, we 
emphasize that this will be an industry 
“voluntary” standard as identified in the 
initiating Notice. Thus, any final signal 
format selection may not necessarily be 
of benefit to rule amendments, if any are 
adopted by the Commission in this 
proceeding. As also stated in the 
previous Order and initiating Notice, we 
do have some reservations as to 
whether it is necessary to adopt any =~ 
standards, either mandatory or 
voluntary. 

4. In as much that this proceeding may 
have only marginal impact on the 
industry's consensus on voluntary 
standards, we are reluctant to unduly 
prolong this proceeding. However, since 
it does not appear that a further delay 
will cause undue harm to-any party in 
this proceeding, we are granting a final 
and limited extention of the comment 
and reply comment periods. 

5. Accordingly, it is ordered that the 
time for filing comments and replies to 
comments to the above referenced 
Notice is extended to and including 
February 14, 1986, for comments and 
March 15, 1986, for reply comments. 

6. This action is taken pursuant to 
authority found in sections 4{i), 5{c){i), 
and 303{r) of the Communications Act of 
1934, as amended, and section 01281 of 
the Commission's Rules. 

Federal Communications Commission. 
James C. McKinney, 

Chief, Mass Media Bureau. 

[FR Doc. 85-30197 Filed 12-23-85; 8:45 am] 
BILLING CODE 6712-01-M 


DEPARTMENT OF TRANSPORTATION 


National Highway Traffic Safety 
Administration 


49 CFR Part 571 


Federal Motor Vehicle Safety 
Standards; Denial of Petition for 
Rulemaking 


AGEKCY: National Highway Traffic 
Safety Administration (NHTSA), DOT. 
ACTION: Denial of petition for 
rulemaking. 


SUMMARY: This notice denies the 
petition of Chrysler Corporation for an 
amendment to Motor Vehicle Safety 
Standard No. 108 Lamps, Reflective 
Devices, and Associated Equipment to 
allow the use of removable transparent 
headlamp covers on motor vehicles. 
Currently, the standard prohibits such 
covers. The petition argued that such an 
amendment would contribute to an 
improvement in the aerodynamics of a 


‘incandescent headlamps” (meeting SAE 
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nature requested would “allow greater 
freedom in designing lower drag 

t front ends for improved fuel 
economy” with no.diminution in motor 
vehicle safety. 

The agency has carefully evaluated 
Chrysler's petition. NHTSA‘s primary 
concern in this review has been the 
performace of headlamp-covered 
vehicles with replacement headlamps. 
Approximately two of every three 
headlamps manufactured are sold in the 
aftermarket for replacement purposes. 
According to Chrysler, use of headlamp 
covers will cause a reduction in light 
output between 7.2% and 15.5%, although 
care will be taken by Chrysler to insure 
that new vehicles comply with the 
standard. However, Chrysler cannot 
assure equivalent performance when 
original equipment headlamps are 
replaced by those available in the 
aftermarket. Although replacement 
headlamps are certified as complying 
with Standard ‘No. 108, their actual 
performance appears to vary widely. 
Recent experience indicates that a 
significant portion of replacement 
headlamps may not meet photometrics 
at all specified test points, and that 
some of those that do, will fail to 
continue to comply when a reduction 
factor, such as would be the case with 
lens covers, is applied to test 
measurements. In 1984, under a contract 
with NHTSA is connection with an 
unrelated project, the University of 
Michigan Transportation Research 
Institute {UMTRI}-measured photometric 
performance on 20 sealed beam 
headlamps purchased at random in the 
aftermarket. Only 15 met the minimum 
photometric requirements at all test 
points. When NHTSA applies a 
reduction factor of 11.35% to these test 

results (the average of the 7.2% to 15.5% 
submitted by Chrysler), only 8 of the 15 
headlamps would continue te meet or 
exceed the minimum required for all test 
points. Given these two factors, NHTSA 
has concluded that it is impossible to 
insure that headlamps of equivalent or 
better performance than originally 
supplied by Chrysler will be used as 
replacements. 

Chrysler sought to alleviate agency 
concern on this issue by theorizing that 
owners bought lamps by part numbers, 
and that it would provide an advisory 
statement on headlamp replacement in 
the operator's manual. The agency is not 
persuaded. However, NHTSA is 
concerned that a significant nun:ber of 
owners might ignore a safety warning in 
the operator's manual, advising of 
proper headlamp replacement, since 
consumers normally do not have to refer 
to an owner’s manual to replace sealed 


vehicle and therefore enhance fuel 
economy. Chrysler averred that it would 
rovide 


reduction in light ouput created by-the 
covers. The petition is being denied 
primarily because of the difficulty of 
insuring that replacement headlamps 
used with headlamp covers will provide 
photometrics exceeding the mimimum 
sufficiently to compensate for the 
reduction in light caused by the covers. 
FOR FURTHER INFORMATION CONTACT: 
Richard Van Iderstine, Office of Vehicle 
Safety Standard, National Highway 
Traffic Safety Administration, 400 
Seventh Street, SW., Washington, DC 
20590, (202-426-2720). 

SUPPLEMENTARY INFORMATION: 
Paragraph $4.1.3 of Standard No. 108 
prohibits the installation of motor 
vehicle equipment that impairs the 
effectiveness of lighting equipment that 
the standard requires. Furthermore SAE 
J580 Sealed Beam Headlamp Assembly, 
incorporated by reference and made 
applicable to replaceable bulb headlamp 
assemblies by paragraph:S4.1.1.36, 
prohibits styling features in front of 
headlamps when they are activated. 
These provisions have been interpreted 
as forbidding the use of transparent 
headlamp covers as original equipment 
on motor vehicles. 

On July 24, 1984, Chrysler Corporation 
petitioned the agency for rulemaking to 
allow the use of such covers provided 
that they met performance 
specifications which the company had 
developed. These included the 
assurance that beam pattern and 
photometrics would continue to be met 
with the covers in place, durability tests 
to insure that plastic covers retain their 
transparency over a period of time, 
moisture and dust tests, vibration 
integrity requirements, and requirements 
relating to corrosion, abrasion and 
chemical resistance performance. In 
addition, to facilitate mechanical aiming 
and cleaning, covers would be capable 
of being removed and reinstalled 
without tools. 

Chrysler stated that it intended to 
provide the covers in conjunction with 
original equipment “halogen” 
headlamps (this is not a term used in 
Standard No. 108, but Chrysler has 
petitioned that the headlamps and 
covers in combination should be 
required to meet the Photometrics of 
SAF j579c). Chrysler indicates that its 
tests has shown that “non-halogen 


J579c) would nevertheless also-meet 
Standard No. 108 with covers in place. 
According to Chrysler, a change of the 
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beam headlamps and used car owners 
are unlikely to have an owner’ manual. 
Further, with a commonly-used 
commonly-available part such as the 

~ standardized sealed beam headlamp, 
the agency believes that owners tend to 
comparison shop for the best bargains at 
self-service stores, as they do for air 
filters or other commonly replaced parts, 
rather than to obtain an identical item 
from their vehicle dealer. . 

The predicate of NHTSA’s actions in 
permitting additional headlighting 
systems adopted in the past few years 
has been that their performance would 
be at least equivalent to those already in 
use. However, with the proposed 
Chrysler system, performance would be 
degraded ab initio and extra care would 
be required for the life of the vehicles 
through the use of headlamps with . 


performance higher than that required 
by the standard, to insure that lighting 
performance remains above the 
minimum specified by the standard. 
Although the agency has other concerns 
as to the efficacy of the tests proposed 
by Chrysler for the covers, its primary 
concern is the potential for 
noncompliance that exists when the 
covers are used, and it has concluded 
that the existing level of motor vehicle 
safety might be compromised by the 
allowance of headlamp covers. NHTSA 
appreciates Chrylser’s interest in 
exploring new technologies which might 
enhance fuel economy, but notes that 
safety considerations must prevail in 
any proposal to amend the Federal 
motor vehicle safety standards. 

At the conclusion of the technical 
review, the agency has determined that 
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there is not a reasonable possibility that, 
at the end of the rulemaking proceeding, 
Standard No. 108 would be amended to 
allow headlamp covers on motor 
vehicles. The petition is hereby denied. 

_ The program official and attorney 
principally responsible for the 
development of this agency position are 
Richard Van Iderstine and Taylor 
Vinson, respectively. 

(Secs. 103, 119, and 124, Pub. L. 89-563, 80 
Stat. 718 (15 U.S.C. 1392, 1407, and 1410a); 
delegations of authority at 49 CFR 1.50 and 49 
CFR 501.8) 

Issued on December 19, 1985. 
Barry Felrice, 
Associate Administrator for Rulemaking. 
[FR Doc. 85-30385 Filed 12-23-85; 8:45 am] 
BILLING CODE 4910-59-M 





Notices 


This section of the FEDERAL REGISTER 


of documents appearing in this section. 


DEPARTMENT OF COMMERCE 
National Bureau of Standards 
[Docket No. 41027-5163] 

Approval of Federal! Information 
Processing 


AGENCY: National Bureau of Standards, 
Commerce. 


ACTION: The purpose of this notice is to 
announce that the Secretary of 
Commerce (Secretary) has approved 
two revised standards, which will be 
published as FIPS Publications 68-1, 
Minimal BASIC, and 69-1 FORTRAN. 


summary: On November 20, 1984, notice 


was published in the Federal Register 
(49 FR 45774) and a correction notice 
published December 6, 1984 (49 FR 
47647) that two Federal Information 
Processing Standards for Minimal 
BASIC and FORTRAN were being 
proposed for Federal use. 

The written comments submitted by 
interested parties and other material 
available to the Department relevant to 
these standards were reviewed by NBS. 
On the basis of this review, NBS 
recommended that the Secretary 
approve the revised standards and 
prepared a detailed justification 
document for the Secretary's review in 
support of that recommendation. 

The detailed justification document 
which was presented to the Secretary, 
and which includes an analysis of the 
written comments recieved, is part of 
the public record and is available for 
inspection and copying in the 
Department's Central Reference and 
Records Inspection Facility, Room 6628, 
Herbert C. Hoover Building, 14th Street 
between Pennsylvania and Constitution 
Avenues NW.,- Washington, DC 20230. 

Each approved standard contains two 
portions: (1) An announcement portion 


which provides information concerning 
the applicability, implementation, and 
maintenance of the standard, and (2) a 
specifications portion which deals with 
the technical requirements of the 
standard. The technical specificatfons, 
which are voluntary industry standards, 
have not been changed. Only the 
announcement portions of the standards 
are revised and are provided in this 
notice. 

ADDRESS: Interested parties may 
purchase copies of these revised 
standards, including the technical 
specifications portions, from the 
National Technical Information Service 
(NTIS). Specific ordering information 
from NTIS for these standards is set out 
in the Where to Obtain Copies Section 
of the announcement portion of each 
standard. 

FOR FURTHER INFORMATION CONTACT: 
Ms. Mabel Vickers, Center for 
Programming Science and Techology, 
Institute for Computer Sciences and 
Technology, National Bureau of 
Standards, Gaithersburg, MD 20899, 
(301) 921-2431. 


Dated: December 18, 1985. 
Ernest Ambler, 
Director. 


Federal Information Processing 
Standards Publication 68-1 


(date) 


Announcing the Standard for Minimal 
BASIC 


Federal Information Processing 
Standards Publications (FIPS PUBS) are 
issued by the National Bureau of 
Standards pursuant to — 111(f}(2) 
of the Federal Property and 
Administrative Services Act of 1949, as. 
amended, Public Law 89-306 (79 Stat. 
1127), Executive Order 11717 (38 FR 
12315, dated May 11, 1973), and Part 6 of 
Title 15 Code of Federal Regulations 
(CFR). 

1. Name of Standard. Minimal BASIC 
(FIPS PUB 68-1) 

2. Category of Standard. Software 
Standard, Programming Language. 

3. Explanation. This publication 
announces the revision of Federal 
Information Processing Standard (FIPS) 
Minimal BASIC. This revision 
supersedes FIPS PUB 68 and reflects 
changes to the Objectives, Applicability, 
and Implementation portions of FIPS 
Minimal BASIC. FIPS Minimal BASIC is 
the adoption of American National 
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Standard Programming Language 
Minimal BASIC, X3.68-1978. The 
American National Standard defines the 
syntax of the Minimal BASIC 
programming language and the 
semantics for its interpretation. The 
standard is used by implementors as the 
reference authority in developing 
compilers, interpreters, or other forms of 
high level language processors and by 
other computer professionals who need 
to know the precise syntactic and 
semantic rules of the standard language. 

4. Approving Authority. Secretary of 
Commerce. — 

5. Maintenance Agency. Department! 
of Commerce, National Bureau of 
Standards (Institutes for Computer 
Sciences and Technology). 

6. Cross Index. American National 
Standard Programming Language 
Minimal BASIC, X3.68-1978. 

7. Related Documents. 

a. Federal Information Resources 
Management Regulation 201-8.1, Federal 
ADP and Telecommunications 
Standards. 

b. Federal Information Processing 
Standards Publication 29-1, 
Interpretation Procedures for Federal 
Information Processing Standard 
Programming Languages. 

c. NBS Special Publication 500-117, 
Selection and Use of General-Purpose 
Programming Languages. 

8. Objectives. Federal standards for 
high level programming languages 
permit Federal departments and 
agencies to exercise more effective 
control over the production, 
management, and use of the 
Government's information resources. 
The primary objectives of Federal 
programming langauge standards are: 
—to encourage more effective utilization 

and management of programmers by 

insuring that programming skills 
acquired on one job are transportable 
to other jobs, thereby reducing the 
cost of programming re-training; 

—to reduce the cost of program 
development by achieving the 
increased programmer productivity 
that is inherent in the use of high level 
programming languages; 

—to reduce the overall software costs 
by making it easier and less expensive _ 
to maintain programs and to transfer 
programs among different computer 
systems, including replacement 
systems; 
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—to protect this existing software assets 
‘of the Federal Government by insuring 
to the maximal feasible extent that 
Federal programming language 
standards are technically sound and 
that subsequent revisions are 
compatible with the installed base. 

Government-wide attainment of the 

above objectives depends upon the 

widespread availability and use of 
comprehensive and precise standard 
language specifications. 

9. Applicability. 

a. Federal standards for high level 
programming languages should be used 
for computer applications and programs 
that are either developed or acquired for 
Government use. FIPS Minimal BASIC is 
one of the high level programming 
language standards provided for use by 
all Federal departments and agencies. 
FIPS Minimal BASIC is especially suited 
for: (1) the rapid development of 
computer programs to solve small 
nonrecurrent problems, particularly on 
computers providing time-shared or 
interactive service; and (2) for use in 
computing environments in which ease 
of learning and casual use are dominant 
factors, 

__ b. The use of FIPS high level 
programming languages is strongly 
recommended when.one or more of the 
following situations exist: 

—It is anticipated that the life of the 
program will be longer than the life of 
the presently utilized equipment. 

—The application or program is under 
constant review for updating of the 
specifications, and changes may result 
frequently. 

—The application is being designed and 
programmed centrally for a 
decentralized system that employs 
computers of different makes, models 
and configurations. 

—tThe program will or might be run on 
equipment other than that for which 
the program is initially written. 

—The program is to be understood and 
maintained by programmers other 
than the original ones. 

—The advantages of improved program 
design, debugging, documentation and 
intelligibility can be obtained through 
the use of this high level language 
regardless of interchange potential. 

—tThe program is or is likely to be used 
by organizations outside the Federal 
Government (i.e., State and local 
governments, and others). 

c. Non-standard language features 
should be used only when the needed 
operation or function cannot reasonably 
be implemented with the standard 
features alone. Although non-standard 
language features can be very useful, it 
should be recognized that their use may 


make the interchange of programs and 
future conversion to a revised standard 
or replacement processor more difficult 
and costly. 

d. It is recognized that programmatic 
requirements may be more economically 
and efficiently satisfied through the use 
of report application-oriented software 
packages. The use of any facility should 
be considered in the context of system 
life, system cost, data integrity, and the 
potential for data sharing. 

e. Programmatic requirements may be 
also more economically and efficiently 
satisfied by the use of automatic 
program generators. However, if the 
final output of a program generator is a 
BASIC source program, then the 
resulting program should conform to the 
conditions and specifications of FIPS 
Minimal BASIC. 

10. Specifications. FIPS Minimal 
BASIC specifications are the language 
specifications contained in American 
National Standard Programming 
Language Minimal BASIC, X3.68-1978. 

The X3.68-1978 document specifies 
the form of a program written in 
Minimal BASIC, formats of data for 
input and output, minimal precision and 
range of numeric representations for 
input and output, semantic rules for 
program and data interpretation, and 
etrors and exceptional circumstances 
that must be detected by a standard- 
conforming BASIC processor. 

The standard does not specify limits 
on the size of programs, minimum 
system requirements, the means of 
supervisory control of programs, or the 
means of transforming programs 
internally for processing. Although 
Minimal BASIC is primarily an 
interactive language, the standard does 
not restrict implementations to the 
interactive mode. 

11. Implementation. The 
implementation of FIPS Minimal BASIC 
involves three areas of consideration: 
acquisition of Minimal BASIC 
processors, interpretation of FIPS 
Minimal BASIC, and validation of 
Minimal BASIC processors. 

11.1 Acquisition of Minimal BASIC 
Processors. This publication is effective 
December 24, 1985. Minimal BASIC 
processors acquired for Federal use 
after this date should implement FIPS 
Minimal BASIC. Conformance to FIPS 
Minimal BASIC should be considered 
whether Minimal BASIC processors are 
developed internally, acquired as part of 
an ADP system procurement, acquired 
by separate procurement, used under an 
ADP leasing management, or specified 
for use in contracts for programming 
services. 

11.2 Interpretation of FIPS Minimal 
BASIC. NBS provides for the resolution 
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of questions regarding FIPS Minimal 
BASIC specifications and requirements, 
and issues official interpretations as 
needed. All questions about the 
interpretation of FIPS Minimal BASIC 
should be addressed to: Director, 
Institute for Computer Sciences and 
Technology, Attn: BASIC Interpretation, 
National Bureau of Standards, 
Gaithersburg, MD 20899. 

11.3 Validation of Minimal BASIC 
Processors. The General Services 
Administration (GSA), through its 
Federal Software Management Support 
Center (FSMSC), provides a service for 
the purpose of validating the 
conformance to this standard of 
language processors offered for Federal 
procurement. The validation system 
reports the nature of any deviations that 
are detected. This service is offered on a 
reimbursable basis. Further information 
about the validation service can be, 
obtained from the FSMSC which is 
located at 5203 Leesburg Pike, Suite 
1100, Falls Church, Virginia 22041-3467 
(703-756-6153). ? 

12. Where to Obtain Copies. Copies of 
this publication are for sale by the 
National Technical Information Service, 
U.S. Department of Commerce, 
Springfield, VA 22161. (Sale of the 
included specifications document is by 
arrangement with the American 
National Standards Institute.) When 
ordering, refer to Federal Information 
Processing Standards Publication 68-1 
(FIPS PUB 68-1), and title. Payment may 
be made by check, money order, or 
deposit account. 


Federal Information Processing 
Standards Publication 69-1 


(date) 
Announcing the Standard for FORTRAN 


Federal Information Processing 
Standards Publications (FIPS PUBS) are 
issued by the National Bureau of 
Standards pursuant to Section 111(f)(2) 
of the Federal Property and 
Administrative Services Act of 1949, as 
amended, Pub. L. 89-306 (79 Stat. 1127), 
Executive Order 11717 (38 FR 12315, 
dated May 11, 1973), and Part 6 of Title 
15 Code of Federal Regulations (CFR). 

1. Name of Standard. FORTRAN (FIPS 
PUB 69). 

2. Category of Standard. Software 
Standard, Programming Language. 

3. Explanation. This publication 
announces the revision of Federal 
Information Processing Standard 
FORTRAN. This revision supersedes 
FIPS PUB 69 and reflects changes to the 
Objectives, Applicability, and 
Implementation portions of FIPS 
FORTRAN. FIPS FORTRAN is the 





adoption of American National 

Standard Programming Language 

FORTRAN, X3.9-1978. The American 

National Standard specifies the form 

and establishes the interpretation of 

programs expressed in the FORTRAN 
programming language. The Standard 
consists of a full language and a subset 
language. The purpose of the standard is 
to promote portability of FORTRAN 
programs for use on a variety of data 
processing systems. The standard is 
used by implementors as the reference 
authority in developing compilers, 
interpreters, or other forms of high level 
language processors, and by other 
computer professionals who need to 
know the precise syntactic and semantic 
rules of the standard. 

4. Approving Authority. Secretary of 
Commerce. 

5. Maintenance Agency. Department 
of Commerce, National Bureau of 
Standards (Institute for Computer 
Sciences and Technology). 

6. Cross Index. American National 
Standard Programming Language 
FORTRAN, X3.9-1978. 

7. Related Documents. 

a. Federal Information Resources 
Management Regulation 201-8.1, Federal 
ADP and Telecommunications 
Standards. 

b. Federal Information Processing 
Standards Publication 29-1, 
Interpretation Procedures for Federal 
Information Processing Standard 
Programming Languages. 

c. NBS Special Publication 500-117, 
Selection and Use of General-Purpose 
Programming Languages. 

8. Objectives. Federal standards for 
high level programming languages 
permit Federal departments and 
agencies to exercise more effective 
control over the production, 
management, and use of the 
Government's information resources. 
The primary objectives of Federal 
programming language standards are: 
—to encourage more effective utilization 

and management of programmers by 

insuring that programming skills 
acquired on one job are transportable 
to other jobs, thereby reducing the 
cost of programmer re-training; 

—to reduce the cost of program 
development by achieving the 
increased programmer productivity 
that is inherent in the use of high level 
programming languages; 

—to reduce the overall software costs 
by making it easier and less expensive 
to maintain programs and to transfer 
programs among different computer 
systems, including replacement 
systems; 

—to protect the existing software assets 
of the Federal Government by insuring 


to the maximal feasible — that 

Federal programming langu: 

Standards are technically sind and 

that subsequent revisions are 

compatible with the installed base. 

Government-wide attainment of the 

above objectives depends upon the 

widespread availability and use of 
comprehensive and precise standard 
language specifications. 

9. Applicability. 

a. Federal standards for high level 
programming languages should be used 
for computer applications and programs 
that are either developed or acquired for 
government use. FIPS FORTRAN is one 
of the high level programming language 
standards provided for use by all 
Federal departments and agencies. FIPS 
FORTRAN is especially suited for: (1) 
the generation of programs to solve 
recurrent numerical, scientific and 
engineering problems, particularly those 
which depend upon efficient 
computation or access to mathematical 
or statistical libraries of subprograms; 
(2) the efficient implementation of 
algorithms on a wide range of computing 
equipment of varying power and ~ 
structure. 

b. The use of FIPS high level 
programming languages is strongly 
recommended when one or more of the 
following situations exist: 

—It is anticipated that the life of the 
program will be longer than the life of 
the presently utilized equipment. 

—The application or program is under 
constant review for updating of the 
specifications, and changes may result 
frequently. 

—The application is being designed and 
programmed centrally for a 
decentralized system that employs 
computers of different makes, models 
and configurations. 

—The program will or might be run on 
equipment other than that for which 
the program is initially written. 

—The program is to be understood and 
maintained by programmers other 
than the original ones. 

—The advantages of improved program 
design, debugging, documentation and 
intelligibility can be obtained through 
the use of the high level language 
regardless of interchange potential. 

—The program is or is likely to be used 
by organizations ouside the Federal 
Government {i.e., State and local 
governments, and others). 

c. Non-standard language features 
should be used only when the needed 
operation or function cannot reasonably 
be implemented with the standard 
features alone. Although non-standard 
language features can be very useful, it 
should be recognized that their use may 
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make the interchange of programs and 
future conversion to a revised standared 
or replacement processor more difficult 
and costly. 

d. It is recognized that programmatic 
requirements may be more economically 
and efficiently satisfied through the use 
of statistical or numerical software 
packages. The use of any facility should 
be considered in the context of system 
life, system cost, data integrity, and the 
potential for data sharing. 

e. Programmatic reqirements may be 
also more economically and efficiently 
satisfied by the use of automatic 
program generators. However, if the 
final output-of a program generator is a 
FORTRAN source program, then the 
resulting program should conform to the 
conditions and specifications of FIPS 
FORTRAN. 

10. Secifications. FIPS FORTRAN 
specifications are the language 
specifications contained in American 
National Standard Programming 
Language FORTRAN, X3.9-1978. The 
FORTRAN standard describes two 
levels of the FORTRAN language. 
FORTRAN referes to the full language 
and Subset FORTRAN refers to the 
subset of the full language. 

The X3.9-1978 document specifies the 
form of a program written in FORTRAN, 
formats of data for input and output, and 
semantic rules for program and data 
interpretation. 

The standard does not specify limits ~ 
on the size or complexity of programs, 
the range or precision of numeric 
quantities or the method of rounding of 
numeric results, the results when the 
rules of the standard fail to establish an 
interpretation, minimum system 
requirements, the means of supervisory 
control of programs, or the means of 
transforming programs internally for 
processing. 

A facility should be available'in the 
processor that allows a FORTRAN 
source program to be analyzed with 
respect to FIPS FORTRAN. Any 
statement appearing in the source 
program that does not conform 
syntactically to the specifications of 
FIPS FORTRAN should be explicitly 
identified. 

11. Implementation. The 
implementation of FIPS FORTRAN 
Involves three areas of consideration: 
acquisition of FORTRAN processors, 
interpretation of FIPS FORTRAN, and 
validation of FORTRAN processors. 

11.1 Acquisition of FORTRAN 
Processors. This publication is effective 
December 24, 1985. FORTRAN 
processors acquired for Federal use 
after this date should implement FIPS 
FORTRAN. Conformance to FIPS 
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FORTRAN should be considered 
whether FORTRAN processors are « 
developed internally, acquired as part of 
an ADP system procurement, acquired 
by separate procurement, used under an 
ADP leasing management, or specified 
for use in contracts for programming 
services. 

11.2 Interpretation of FIPS 
FORTRAN. NBS provides for the 
resolution of questions regarding FIPS 
FORTRAN specifications and 
requirements, and issues official 
interpretations as needed. All questions 
about the interpretation of FIPS 
FORTRAN should be addressed to: 
Director, Institute for Computer Sciences 
and Technology, Attn: FORTRAN 
Interpretation, National Bureau of 
Standards, Gaithersburg, MD 20899. 

11.3 Validation of FORTRAN 
Processors. The General Services 
Administration (GSA), through its 
Federal Software Management Support 
Center (FSMSC), provides a service for 
the purpose of validating the 
conformance to this standard of 
language processors offered for Federal 
procurement. The validation system 
reports the nature of any deviations that 
are detected. This service is offered on a 
reimbursable basis. Further information 
about the validation service can be 
obtained from the FSMSC which is 
located at 5203 Leesburg Pike, Suite 
1100, Fails Church, Virginia 22041-3467- 
6153). 

12. Where to Obtain Copies. Copies of 
this publication are’for sale by the 
National Technical Information Service, 
U.S. Department of Commerce, 
Springfield, VA 22161. (Sale of the 
included specifications document is by 
arrangement with the American 
National Standards Institute.) When 
ordering, refer to Federal Information 
Processing Standards Publication 69-1 
(FIPS PUB 69-1), and title. Payment may 
be made by check, money order, or 
deposit account. 


[FR Doc. 85-30335 12-23-85; 8:45 am] 
BILLING CODE 3510-CN-™ 


National Oceanic and Atmospheric 
Administration 


Marine Permit 
Modification; Dr. Robert C. Schneider 


Notice is hereby given that Dr. Robert 
C. Schneider, Department of Anesthesia, 
Massachusetts General Hospital, 
Boston, MA 02114 has requested a 
modification to Permit No. 526 issued on 
October 11, 1985 (50 FR 42747), under the 
authority of the Marine Mammal 
Protection Act of 1972 (16 U.S.C. 1361- 
1407}, and the Regulations Governing 


the Taking and Importing of Marine 
Mammals (50 CFR Part 216). 

The Permit Holder is requesting to use 
an electrical method of immobilizing the 
seals for tagging purposes using high 
frequency, low amperage current. 

Concurrent with the publication of 
this notice in the Federal Register, the 
Secretary of Commerce is forwarding 
copies of the modification request to the 
Marine Mammal Commission and the 
Committee of Scientific Advisors. 

Written data views, or requests for a 
public hearing on this modification 
request should be submitted to the 
Assistant Administrator for Fisheries, 
National Marine Fisheries Service, U.S. 
Department of Commerce, Washington, 
DC 20235, within 30 days of the 
publication of this notice. Those 
individuals requesting a hearing should 
set forth the specific reasons why a 
hearing on this particular request would 
be appropriate. The holding of such 
hearing is at the discretion of the 
Assistant Administrator for Fisheries. 

All statements and opinions contained 
in this application are summaries of 
those of the Applicant and do not 
necessarily reflect the views of the 
National Marine Fisheries Service. 

The permit and modification are 
available for review by interested 
persons in the following offices: 
Assistant Administrator for Fisheries, 

National Marine Fisheries Service, 

3300 Whitehaven Street, NW, 

Washington, DC; and 
Director, Northeast Region, National 

Marine Fisheries Service, 14 Elm 

Street, Federal Building, Gloucester, 

MA 01930-3799. 

Richard B. Roe, 

Director, Office of Fisheries Management, 
National Marine Fisheries Service. 
December 16, 1985. 

[FR Doc. 85-30314 Filed 12-23-85; 8:45 am] 
BILLING CODE 3510-22-M 


COMMITTEE FOR THE 
IMPLEMENTATION OF TEXTILE 
AGREEMENTS 


Announcing an Import Restraint Level 
for Certain Cotton Textile Products, 
Produced or Manufactured in Turkey 


December 18, 1985. 

On October 24, 1985, a notice was 
published in the Federal Register { 50 
F.R. 43267) announcing that, on 
September 30, 1985 the United States 
Government, under Article 3 of the 
Arrangement Regarding International 
Trade in Textiles, had requested the 
Government of Turkey to-enter into 
consultations concerning exports to the 
United States of cotton sheets in 


Category 361, produced or manufactured 
in Turkey. 

The purpose of this notice is to advise 
the public that, inasmuch as no 
agreement has been reached on a 
mutually satisfactory solution 
concerning this category, the United 


* States Government has decided to 


control imports of cotton sheets in 
Category 361, produced or manufactured 
in Turkey and exported during the 
twelve-month period which began on 
September 30, 1985 and extends through 
September 29, 1986 at a level of 189,073 
numbers. Should further consultations 
result in agreement, further notice will 


_be published in the Federal Register. 


Accordingly, in the letter published 
below, the Chairman of the Committee 
for the Implementation of Textile 
Agreements directs the Commissioner of 
Customs to prohibit entry into the 
United States for consumption, or 
withdrawal from warehouse for 
consumption, of cotton textile products 
in Category 361, exported during the 
period which began on September 30, 
1985 and extends through September 29, 
1986 in excess of the designated 
restraint limit. 


FOR FURTHER INFORMATION CONTACT: 
Ann Fields, International Trade 
Specialist, Office of Textiles and 
Apparel, U.S. Department of Commerce, 
Washington, D.C. (202/377-4212). 

A description of the textile categories 
in terms of T.S.U.S.A. numbers was 
published in the Federal Register on- 
December 13, 1982 (47 FR 55709), as 
amended on April 7, 1983 (48 FR 15175), 
May 3, 1983 (48 FR 19924), December 14, 
1983 (48 FR 55607), December 30, 1983 
(48 FR 57584), April 4, 1984 (49 FR 
13397), June 28, 1984 [49 FR 28622), July 
16, 1984 (49 FR 28754), November 9, 1984 
(49 FR 44782), and in Statistical 
Headnote 5, Schedule 3 of the Tariff 
Schedules of the United States 
Annotated (1985). 

Walter C. Lenahan, 

Chairman, Committee for the Implementation 
of Textile Agreements. 

December 18, 1985. 


Committee for the Implementation of Textile 

Agreements 

Commissioner of Custems, 

Department of the Treasury, Washington, 
DL. 

Dear Mr. Commissioner: Under the terms of 
section 204 of the Agriculture Act of 1956, as 
amended {7 U.S.C. 1854), and the 
Arrangement Regarding International Trade 
in Textiles done at Geneva on December 20, 
1973, as extended on December 15, 1977 and 
December 22, 1981; and in accordance with 
the provisions of Executive Order 11651 of 
March 3, 1972, as amended, you are directed 
to prohibit, effective on December 24, 1985, 





entry into the United States for consumption 
and withdrawal from warehouse for 
consumption of cotton textile products in 
Category 361 produced or manufactured in 
Turkey and exported during the twelve- 
month period beginning on September 30, 
1985 and extending through September 29, 
1986, in excess of 189,073 numbers.* 

Textile products in Category 361 which 
have been exported to the United States prior 
to September 30, 1985 shall not be subject to 
this directive. 

Textile products in Category 361 which 
have been released from the custody of the 
U.S. Customs Service under the provisions of 
19 U.S.C. 1448{6) or 1484{a)(1){A) prior to the 
effective date of this directive shall not be 
denied entry under this directive. 

A description of the textile categories in 
terms of T.S.U.S.A. numbers was published in 
the Federal Register on December 13, 1982 (47 
FR 55709), as amended on April 7, 1983 (48 FR 
15175), May 3, 1983 (48 FR 19924), December 
14, 1983 (48 FR 55607), December 30, 1983 (48 
FR 57584), April 4, 1984 (49 FR 13397), June 28, 
1984 (49 FR 26622), July 16, 1984 (49 FR 28754), 
November 9, 1984 (49 FR 44782), and in 
Statistical Headnote 5, Schedule 3 of the 
Tariff Schedules of the United States 
Annotated (1985). 

In carrying out the-above directions, the 
Commissioner of Customs should construe 
entry into the United States for consumption 
to include entry for consumption into the 
Commonwealth of Puerto Rico. 

The Committee for the Implementation of 
Textile Agreements has determined that this 
action falls within the foreign affairs 
exception to the rulemaking provisions of 5 
U.S.C. 553. 

Sincerely, 


Walter C. Lenahan, 
Chairman, Committee for the Implementation 
of Textile Agreements. 


. [Fr Doc. 85-30322, Filed 12-23-85; 8:45 am] 


BILLING CODE 3510-DR-M 


DEPARTMENT OF DEFENSE 
Office of the Secretary of Defense 


DOD Advisory Group on Electron 
Devices; Advisory Committee Meeting 


SUMMARY: Working Group B 
(Microelectronics) of the DoD Advisory 
Group on Electron Devices (AGED) 
announces a closed session meeting. 
DATE: The meeting will be held at 0900, 
Tuesday, 14 January 1986. 

ADDRESS: The meeting will be held at 
Palisades Institute for Research 
Services, Inc., 2011 Crystal Drive, Suite 
307, Arlington, V/A, 22202. 

FOR FURTHER INFORMATION CONTACT: 
Becky Terry, AGED Secretariat, 2011 
Crystal Drive, Arlington, Virginia 22202. 
SUPPLEMENTARY INFORMATION: The 
mission of the Advisory Group is to 


1 The level has not been adjusted to reflect any 
imports exported after September 29, 1985. 


provide the Under Secretary of Defense 
for Research and Engineering, the 
Director, Defense Advanced Research 
Projects Agency and the Military 
Departments with technical advice on 
the conduct of economical and effective 
research and development programs in 
the area of electron devices . 

The Working Group B meeting will be 
limited to. review of research and 
development programs which the 
military propose to initiate with 
industry, universities or in their 
laboratories. The Microelectronics area 
includes such programs as integrated 
circuits, charge coupled devices and 
memories. The review will include 
classified program details throughout. 

In accordance with section 10(d) of 
Pub. L. No. 92-463, as amended, (5 U.S.C 
App. Il, section 10(d) (1982)), it has been 
determined that this Advisory Group 
meeting concerns matters listed in 5 
U.S.C. 552b(c)(1) (1982), and that 
accordingly, this meeting will be close to 
the public. 

Patricia H. Means, 

OSD Federal Register Liaison Officer, 
Department of Defense. 

December 18, 1985. 

[FR Doc. 85-30339 Filed 12-23-85; 8:45 am] 
BILLING CODE 3810-01-M 


Defense Committee; on 
Military Personnel Tésting; Meeting 


Pursuant to Pub. L. 92-463, notice is 
hereby given that a meeting of the 
Defense Advisory Committee on 
Military Persorinel Testing is scheduled 
to be held from 2:00 pm-5:00 pm on 
January 9, 1986; 8:00 am-5:00 pm on 
January 10, 1986; and 8:00 am-11:30 am 
on January 11, 1986, at the Embassy 
Suite Hotel, 7750 Briar Ridge Drive, San 
Antonio, Texas. Meeting sessions will 
be open to the public. 

The purpose of the meeting is to (1) 
review the development of DoD's 
computerized adaptive testing (CAT) 
system scheduled for nationwide 
implementation as the operational 
military selection and classification test 
(2) review the validation of the Armed 
Services Vocational Aptitude Battery 
(ASVAB); and (3) review the DoD 
Student Testing Program. The next 
Committee meeting will also be 
discovered. 

Persons desiring to make oral 
presentations or submit written 
statements for consideration at the 
Committee meeting must contact Dr. A. 
R. Lancaster, Executive Secretary, 
Defense Advisory Committee on 
Military Personnel Testing, Office of the 
Assistant Secretary of Defense (Force 
Management and Personnel), Room 
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2B271, The Pentagon, Washington, DC 
20301-4000, telephone (202) 697-9271 no 
later than January 3, 1986. 

Patricia H. Means, 

OSD Federal Register Liaison Officer, 
Department of Defense. 

December 19, 1985. 

[FR Doc, 85-30372 Filed 12-23-85; 8:45 am] 
BILLING CODE 3810-01-M 


DEPARTMENT OF EDUCATION 
Fund for the Improvement of 


AGENCY: Department of Education. 
ACTION: Application Notice for 
Comprehensive Program for Fiscal Year 
1986. 


Preapplications and applications are 
invited for new awards under the 
Comprehensive Program of the Fund for 
the Imprpvement of Postsecondary 
Education. 

Under this competition the Secretary 
of Education makes grants to and enters 
into cooperative agreements with 
institutions of postsecondary education 
and other public and private educational 
institutions and agencies for the purpose 
of improving postsecondary educational 
opportunities. 

Authority for this program is 
contained in Title X of the Higher 
Education Act, as amended. 

(20 U.S.C. 1135) 

Closing Date for Transmittal of 
Preapplications and Applications: 
Preapplications for awards must be 
mailed or hand-delivered by February 
18, 1986. Applications must be mailed or 
hand-delivered by May 20, 1986. 

Preapplications and Applications 
Delivered by Mail: A preapplication or 
application sent by mail must be 
addressed to the Department of 
Education, Application Control Center, 
Attention: 84.116A, Washington, D.C. 
20202. 

To establish proof of mailing, an 
applicant must show one of the 
following: 

(1) A legibly dated U.S. Postal Service 
postmark. 

(2) A legible mail receipt with the date 
of mailing stamped by the U.S. Postal 
Service. 

(3) A dated shipping label, invoice, or 
receipt from a commercial carrier. 

(4) Any other proof of mailing 
acceptable to the Secretary. 

If an application is sent through the 
U.S. Postal Service, the Secretary does 
not accept a private metered postmark 
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or a receipt that is not dated by the U.S.. 
Postal Service as proof of mailing. An 
applicant should note that the U.S. 
Postal Service does not uniformly 
provide a dated postmark. Before relying 
on this method, an applicant should 
check with its local post office. 

An applicant is encouraged to use 
registered or at least first class mail. 
Each late applicant will be notified that 
its application will not be considered. 

Preapplications and Applications 
Delivered by Hand: A preapplication or 
application that is hand delivered must 
be taken to the Department of 
Education, Application Control Center, 
Attention: 84.116A, 7th and D Streets, 
S.W., Room 3633, Regional Office 
Building 3, srteetnee D.C. 20202. 

The Secretary will accept hand 
delivered preapplications and 
applications between 8:00 a.m. and 4:30 
p.m. (Washington, D.C. time) daily, 
except Saturdays, Sundays, and Federal 
holidays. Preapplications that are hand- 
delivered will not be accepted after 4:30 
p.m. on February 18, 1986. Applications 
that are hand-delivered will not be 
accepted after 4:30 p.m. on May 20, 1986. 


Program Information 


Type of Competition and Guidelines: 
The Secretary supports a broad range of 
projects that seek to improve 
postsecondary education. In accordance 
with 34 CFR 75.105(c)(1) the following 
guidelines suggest areas in which 
proposals would be especially welcome. 
However, the list is not meant to be 
exhaustive. Projects that do not fit any 
of these guideline areas are also eligible 
for support if they address other 
significant problems in postsecondary 
education. Proposals are solicited which 
seek to— 

(1) Ensure that undergraduate 
curricula provide the knowledge and 
skills which an educated citizen needs— 
including knowledge of our intellectual 
and cultural heritage; 

(2) Ensure that recent increases in 
access to postsecondary education are 
made meaningful by improving retention 
and completion rates without 
compromising program standards; 

(3) Improve the quality of 
undergraduate education by— 

(i) Raising academic standards for the 
bachelor’s degree; 

{ii) Strengthening the liberal arts 
component of undergraduate 
professional programs; 

(iii) Developing means of assessing 
and comparing programs and 
institutions; and 

(iv) Recognizing and rewarding 
outstanding undergraduate teaching 
through hiring, tenure, and promotion 
policies; 


(4) Reform the education of school 
teachers by— 

(i) Making it easier for able people to 
qualify as teachers who have earned 
degrees in fields other than education 
and who currently lack pedagogical 
training; 

(ii) Increasing current and prospective 
teachers’ mastery of the subjects they 
teach; 

(iii) Ensuring that prospective teachers 
have a solid grounding in the liberal 
arts; and 

(iv) Attracting more people of 
commitment and intellectual ability to 
the teaching profession; 

(5) Reform graduate education by— 

(i) Fostering the teaching skills of 
Ph.D. candidates bound for careers in 
teaching; and 

(ii) Broadening the social ethical 
perspectives of students in professional 
graduate programs generally; 

(6) Strengthen postsecondary 
educational instutitions and 
organizations by providing incentives to 
develop the abilities of their leaders, 
administrators, faculty, and staff; 

(7) Provide education for a changing 
economy by offering educational 
programs and services for workers, 
unemployed individuals, businesses, 
and communities; and 

(8) Develop educational uses of 
technology, including computers, 
television, and other electronic media. 

In the coming year the Secretary will 
solicit suggestions from the field to 
assist in the development of future 
priorities. 

Preapplications: Preapplications are 
required for this competition. They are 
reviewed in the same manner as 
applications, including review by 
independent field readers, and are 
evaluated on the basis of the selection 
criteria announced below. 

Selection Criteria: The Secretary 
evaluates preapplications and 
applications on the basis of the 
following selection criteria: 

(a) Significance for Postsecondary 
Education. The Secretary reviews each 
proposed project for its significance in 
improving postsecondary education by 
determining the extent to which it 
would— 

(1) Address an important problem or 
need; 

(2) Represent an improvement upon, 
or important department from, existing 
practice; 

(3) Involve learner-centered 
improvements; 

(4) Achieve far-reaching impact 
through improvements that will be 
useful in a variety of ways and in a 
variety of settings; and 


. 
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(5) Increase the cost-effectiveness of 
services. 

(b) Feasibility. The Secretary reviews 
each proposed project for its feasibility 
by determining the extent to which— 

(1) The proposed project represents an 
appropriate response to the problem or 
need addressed; 

(2) The applicant is capable of - 
carrying out the proposed project, as 
evidenced by— 

(i) The applicant's understanding of 
the problem or need; 

(ii) The quality of the project design, 
including objectives, approaches and 
evaluation plan; 

(iii) The adequacy of resources, 
including money, personnel, facilities, 
equipment, and supplies; 

(iv) The qualifications of key 
personnel who would conduct the 
project; and 

(v) The applicant's relevant prior 
experience; and 

(3) The applicant and any other 
participating organizations are 
committed to the success of the | 
proposed project, as evidenced by— 

(i) Contribution of resources by the 
applicant and by participating 
organizations; 

(ii) Their prior work in the area; and 

(iii) Potential for continuation of the 
proposed project beyond the period of 
the Fund's support (unless the project 
would be self-terminating). 

(c) Appropriateness of funding 
projects. The Secretary reviews each 
application to determine whether 
support of the proposed project by the 
Fund in appropriate in terms of the 
availability of other funding sources for 
the proposed activities. 

For purposes of reviewing 
preapplications, the selection criteria 
grouped under “significance” ((a) above) 
are more important than those grouped 
under “feasibility” ((b) above) and 
“appropriateness” ((c) above). The 
group of criteria under “feasibility” ((b) 


_ above) is equal in importance to the 


“appropriateness” criteria ((c) above). 

In reviewing applications, the 
selection criteria (a)(1), (a)(2), (a){3), 
(a)(4), (a)(5), (b)(1), (b)(2), (b)(3), and (c) 
are of equal importance. 

In applying the criteria, the Secretary 
first analyzes preapplications and 
applications in terms of individual 
criteria. The Secretary then bases the 
final judgment of a preapplication or 
application on an overall assessment of 
the extent to which the application 
satisfactorily addresses the selection 
criteria. 

Other Information To Be Requested 
From Applicants: In the final stage of 
the selection process, applicants whose 





applications are being-considered for 
funding will be contacted by telephone 
to verify or clarify information relevant 
to the their applications. 

Available Funds: The Department of 
Education Appropriation Act, 1986, 
appropriated $12,710,000 for the Fund for 
the Improvement of Postsecondary 
Education. Of the amount, 

- approximately $5,260,000 will be 
available for new award under the 
Comprehensive Program. It is estimated 
that 75 grants ranging from $5,000 to 
$200,000 per year will be funded. These 
estimates do not bind the Department of 
Education to a specific number of grants 
or the amount of any grant-uniess that 
amount is otherwise specified by statute 
or regulations. 

Applications may be submitted for 
project periods of up to 36 months. in the 
case of projects approved for multi-year 
funding, grants awarded in Fiscal Year 
1986 will be for the first year of 
operation only. 

Preapplication and Application 
Forms: Preapplication and application 
forms are included inthe program - 
information package. These materials 
have been sent directly to everyone on 
the mailing list for the Fund for the 
Improvement of Postsecondary 
Education. Institutions and persons not 
on this list can obtain these materials 
from the Comprehensive Program, 
Attention: 84.116A, Department of 
Education, Fund for the Improvement.of 
Postsecondary Education, 400 Maryland 
Avenue, S.W. (Room 3100, Regional 
Office Building 3), Washington, D.C. 
20202. 

The program information is intended 
to aid applicants in applying for 
assistance under this competition. 
Nothing in the program information 
package is intended to impose any 
paperwork, application content, 
reporting, or grantee performance 
requirement beyond those specifically 
imposed under the.statute and 
regulation governing the competition. 
(Approved by the Office of Management 
Budget under Control Number 1840- 
0514) 

Applicable Regulations: The 
regulations governing award made by 
the Fund for the Improvement of 
Postsecondary Education are contained 
in: ‘ 
(1) The Education Department 
General Administrative Regulations 
(EDGAR) in 34 CFR Parts 74, 75, 77, and 
78, with the exception noted in 34 CFR 
Part 630.4{b). 

(2) The regulations in 34 CFR Part 630. 

Further Information: For further 
information contact the Fund for the 
Improvement of Postsecondary 
Education regarding the Comprehensive 


Program {84.116A), Telephone (202) 245- 
8091/8100. 
(20 U.S.C, 1135) 
(Catalog of Federal Domestic Assistance No. 
84.116A, Fund for the Improvement of 
Postsecondary Education) 

Dated: December -17, 1985. 
William J. Bennett, 
Secretary of Education. 
{FR Doc. 85-30340 Filed 12-23-85; 8:45 am] 
BILLING CODE 4000-01-M 


National Advisory Council on Women’s 
Educational Programs; Meeting . 


AGENCY: National Advisory Council on 
Women's Educational Programs. 
ACTION: Notice of meeting. 


SUMMARY: This sets forth the schedule 
and proposed agenda of the National 
Advisory Council on Women's 
Educational Programs and its Executive; 
Federal Policies, Practices and 
Programs; WEEA Program; and Civil 
Rights Committees. The agenda will 


’ include discussion of Council-goals and 


objectives, evaluation of Forum 

proposals, budget review, revisions of 

draft of annual report, up-date on Civil 

Rights legislation, Committee reports 

and general discussion. This notice also 

describes the function of the Council. 

Notice of this meeting is required under 

section 10{a)(2) of the Federal Advisory 

Committee Act. This document is 

intended to notify the general public of 

their opportunity to attend. 

DATES: 

January 20, 1986, 7:30 p.m. to 9:00 p.m. 
Executive Committee. 

January 21, 1986, 2:30 p.m. to 3:30 p.m. 
Meetings of Federal Policies, Practices 
and Programs Committee; Civil Rights 
Committee and WEEA Program 

“ Committee. - 

January 22, 1986, 8:00 a.m. ‘to 3:00 p.m. 
Full Council Meeting. 

ADDRESS: All meetings will be held at 

the Mayflower Hotel, 1127 Connecticut 

Avenue, NW., Washington, DC 20036 
For further information contact: 

Patricia A. Weber, Deputy Director, 

National Advisory Council on Women's 

Educational Programs, 2000 “L” Street, 

NW., Suite 568, Washington, DC 20036, 

(202) 634-6105. 

SUPPLEMENTARY INFORMATION: The 

National Advisory Council on Women's 

Educational Programs is established 

pursuant to Pub. L. 95-561. The Council 

is mandated to (a) advise the Secretary 
on matters relating to equal education 
opportunities for women and policy 
matters relating to the administration of 
the Women’s Educational Equity Act of 

1978; (b) make recommendations to the 
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Secretary with respect to the allocation 
of any funds pursuant to the Act, 
including criteria developed to insure an 
appropriate geographical distribution of 
approved and projects 
throughout the Nation; {c) recommend 
criteria for the establishment of program 
priorities; {d) make such reports.as the 
Council determines appropriate to the 
President and Congress on the activities 
of the Council; and {e} disseminate 
information concerning the activities of 
the Council. 

The meeting of the Executive 
Committee will take place on Monday, 
January ‘20, 1986 from 7:30 p.m. to 9:00 
p.m. The agenda will include Ferum 
review, the Council's 1986 budget, 
unfinished business ‘and ‘new business. 

The meetings of the Federal Policies, 
Practices, and Programs; Civil Rights; 
and WEEA Program Committees, will 
take place on Tuesday, January 21, 1986, 
from 2:30 to 3:30 pan. 

The agenda for the Federal Policies, 
Practices and Programs Committee will 
include. the election of officers, 
unfinished business and new business. 

The agenda for the Civil Rights 
Committee will include new legislation, 
unfinished business and new business. 

The agenda for the WEEA Program 
Committee will include discussion of 
site visits, unfinished business and new 
business. 

The meeting of the Council is open to 
the public. Records will be kept of the 
proceedings and will be available for 
public inspection at the office of the 
National Advisory Council on Women's 
Educational Programs, 2000 L Street 
NW., Suite 568, Washington,:.DC 20036. 

Signed at Washington, DC, on December 
19, 1985. 

Sally A. Todd, 

Executive Director. 

[FR Doc. 85-30343 Filed 12-23-85; 8:45 am] 
BILLING CODE 4000-01-M 


DEPARTMENT OF ENERGY 


Office of Assistant Secretary for 
International Affairs and Energy 
Emergencies 


Proposed Subsequent Arrangement 


Pursuant to section 131 of the Atomic 
Energy Act of 1954, as amended {42 
U.S.C. 2160) notice is hereby given of a 
proposed “subsequent arrangement”. 

The subsequent.arrangement involves 
the shipment to U.S. Department of 
Energy facilities of fuel.rods froma 
research reactor containing 
approximately 25,500 kilograms of 
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natural uranium for reprocessing and 
storage of recovered nuclear materials. 

In accordance with’ section 131 of the 
Atomic Energy Act of 1954, as amended, 
it has been determined that this 
subsequent arrangement will not be 
inimical to the common defense and 
security. 

This subsequent arrangement will 
take effect no sooner than fifteen days 
after the date of publication of this 
notice. 

Dated: December 18, 1985. 

For the Department of Energy. 

George J. Bradley, Jr., 


Acting Assistant Secretary for International 
Affairs and Energy Emergencies. 


[FR Doc. 85-30329 Filed 12-23-85; 8:45 am] 
BILLING CODE 6450-01-M ; 


Finding of No Significant impact, 
Remedial Action at the Lakeview 
Uranium Mill Tailings Site, Lakeview, 
OR 


AGENCY: Department of Energy. 
ACTION: Finding of No Significant 
Impact. 


SUMMARY: The Department of Energy 


(DOE) has prepared an environmental 
assessment (DOE/AE-0271) on the 
proposed remedial action at the inactive 
uranium milling site located on private 
property owned by Precision Pine 
Company in Lakeview, Oregon. Based 
on the analyses in the EA, DOE has 
determined that the proposed action 
does not constitute a major Federal 
action significantly affecting the quality 
of the human environment within the 
meaning of the National Environmental 
Policy Act (NEPA) of 1969 (42. U.S.C. 
4321 et seq.). 


Background. 


On November 8, 1978, the Uranium 
Mill Tailings Radiation Control Act 
(UMTRCA), Pub. L, 95-604, was enacted 
in order to address a Congressional 
finding that uranium mill tailings located 
at inactive processing sites may pose a 
potential health hazard to the public. On 
November 8, 1979, DOE designated 24 
inactive processing sites for remedial 
action under Title I of UMTRCA 
including the inactive uranium mill 
tailings site at Lakeview, Oregon (44 FR 
74892). 

UMTRCA charges the Environmental 
Protection Agency (EPA) with the 
responsibility for promulgating remedial 
action standards for inactive mill sites. 
The purpose of these standards is to 
protect the public health and safety and 
the environment from radiological and 
non-radiological hazards associated 
with residual radioactive materials at 


the sites. The final standards (40 CFR 
Part 192) were published on January 5, 
1983, and became effective on March 7, 
1983. The DOE has proposed a plan of 
remedial action that will satisfy the EPA 
standards. Under UMTRCA, the DOE 
and the State of Oregon entered into a 
cooperative agreement, effective June 
29, 1984, for remedial action at the 
Lakeview designated site. Under the 
agreement, the State of Oregon must 
concur with the remedial action plan to 
be developed for the site, comment on 
the EA, assist in site characterization 
and disposal site selection, participate 
in and comment upon the final design, 
and provide 10 percent of site 
acquisition, engineering, and 
construction costs. The DOE will 
provide the remaining 90 percent of 
these costs. 

All remedial actions must be selected 


and performed with the concurrence of ~ 


the Nuclear Regulatory Commission 
(NRC). 
Project Description 

The Lakeview mill site and tailings 
are located in south-central Oreon, in 
Lake County. The closest town is 
Lakeview, one mile to the southeast. 
Klamath Falls is about 96 miles west of 
the site. The site is about 16 miles north 
of the California-Oregon border. 

The 258-acre Lakeview site, as 
designated by the DOE, is located in 
portions of Sections 3, 4, 9, and 10, 
Township 39 South, Range 20 East, 
Washington Meridian, at 42 deg 12 min 
43 sec north latitude and 120 deg 22 min 
09 sec west longitude. 

- The mill was built in 1958 and 
operated by the Lakeview Mining 
Company. The owners of this firm were 
also the owners of the Gunnison Mining 
Company, which operated the mill at 
Gunnison, Colorado. Both companies 
were acquired in 1961 by Kerr-McGee 
Oil Industries through its subsidiary, 
Kermac Nuclear Fuels Corporation. 

During the 1958 to 1961 period of 
operation, 130,000 tons of ore averaging 
0.15 percent UsOz were processed; 171 
tons of uranium oxide were sold to the 
Atomic Energy Commission (AEC). The 
mill processed ores from the White King 
and Lucky Lass mines located in 
southern Lake County, Oregon. 

Between 1960 and 1968 the property 
had five owners. In 1968, the Lakeview 
site was obtained by Atlantic Richfield 


Company, which; in 1974, initiated and . 


performed a cleanup operation on the 
site under a plan approved by the 
Oregon State Health Division. By 1977 
the mill buildings and their immediate 
surroundings had been decontaminated 
to meet the then existing requirements 
of the Oregon Regulations for the 
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Control of Radiation. The property was 
sold on March 8, 1978, to Precision Pine 
Company, the current owner, which uses 
the site and remaining structures as a 
lumber mill and stockpile for sawdust 
and scrap waste. 

The total.designated site covers 258 
acres. This includes the active sawmill 
area, the tailings (30 acres), and the 
evaporation ponds (approximately 69 
acres). The tailings have been stabilized 
with an earthen cover 18 to 24 inches 
thick. The pile is almost square with a 
very flat surface, although the. 
stabilization cover has depressions that 
trap moisture. This cover supports a 
vigorous growth of vegetation. The 
average depth of the tailings, including 
cover, is estimated to be seven feet. An 
earthen dike was formed around the 
tailings area before the tailings were 
originally deposited. The tailings have 
been fenced with a hogwire type of 
fence and radiation signs are posted. 
There is also a -barbed-wire fence 
around the entire site. 

The mill building and other structures 
reportedly were decontaminated, along 
with the machinery and other 
salvageable items that have been 
removed. Materials that were not 
salvageable or were not able to be 
decontaminated have been placed on 
the southeastern portion of the tailings 
pile and stabilized in the same manner 
as the remainder of the tailings. 

Prior to initiation of the EA, the DOE 
conducted a preliminary assessment of 
the tailings pile at Lakeview and a 
review of possible remedial actions. The 
geotechnical evaluation of the nearby 
area identified seven active faults or 
fault zones with potential for disruption 
of the site. The are also was identified 
as having high subsurface heat flows 
with three hot springs and more than 40 
geothermal wells nearby. These factors 
together indicated the existence of a 
potential hazard which could jeopardize 
the integrity of on-site stabilization 
during the project's design life {up to 
1000 but in any case not less than 200 
years). Because of this potential hazard, 
the DOE, in concert with the State of 
Oregon, embarked on a process for the 
selection of alternate disposal sites. This 
process investigated several areas for 
safe disposal of the tailings in 
compliance with the EPA standards. 
During the process the public had 
extensive opportunity to provide input 
through a local task force. On the basis 
of this cooperative public process, two 
sites were selected for detailed analysis 
in the EA. The DOE initiated, and is 
continuing, an extensive date gathering 
program at the tailings site and both 
alternate disposal sites. 





Proposed Action 

The proposed action (Alternative 1) is 
decontamination of the existing 
Lakeview mill site with relocation to, 
and stabilization at, the Collins Ranch 
site. Located approximately six miles. 
north-northwest of the existing tailing 
pile on lands adjacent to the Fremont 
National Forest, the Collins Ranch site 
(approximately 20.acres) ranges in 
elevation from 4,886 to 5,000 feet and is 
characterized by gently sloping terrain 
without perennial streamflow. 
Contaminated materials from around the 
mill site, evaporation ponds, and 
vicinity properties would be added to 
the pile and surface runoff diversion - 
ditches would be constructed. The 
tailings pile would be constructed 
partially below grade, contoured to be 
nearly level on top (2 percent slope), and 
would have 5:1 sideslopes (20 percent). 
Lesser contaminated materials would be 
placed on top of the mill tailings thereby 
reducing the compacted earthen cover to 
one foot thick. This ‘cover would be 
capped with a two-foot-thick layer of 
rock to protect the site from wind and 
water erosion, limit penetration by 
plants and animals, and prevent 
inadvertent human intrusion. A rock-soil 
matrix would be placed on the erosion 
protection cover to promote revegetation 
of the site. 

Several alternatives to the proposed 
action were analyzed in the EA. These 
include no action {Alternative 2) and 
decontamination of the Lakeview site 
and relocation of the wastes to the 
Flynn Ranch site 26 miles east of the 
Lakeview site {alternative 3). 


Comments Received 


The DOE announced the availability 
of the EA in the Federal Register on May 
20, 1985 (50 FR 20826). A 39-day period 
was provided for public review and 
comment. Comments were received 
from the State ef Gregon Department of 
Energy, Environmental Evaluation 
Branch.of the U.S. Environmental 
Protection Agency, U.S. Nuclear 
Regulatory Commission, U.S. 
Department of the interior, U.S. 
Department of Agriculture, Lake County 
Chamber of Commerce, Lake County 
Task Force on Uranium Mill Tailings 
Disposal, Forelaws.on Board, Fort 
Bidwell Indian Community Council, and 
from 27 concerned citizens in the:area. 

The major concerns expressed relate 
to the impacts based on specific design 
details of the stabilized pile, impacts 
from radiation released during remedial 
action, health effects from no-action, 
transportation impacts during remedial 
action, seismic affects on the stabilized 
pile, air quality impacts, awarding 


‘ 


contracts to local companies, and ‘the 
potential impacts te historical and 
cultural significance of the Flynn Ranch 
area to the Fort Bidwell Indians. All 
comments received have been reviewed 
and specific responses are being - 


‘provided to the commentors. 


Finding 

The EA focused on the environmental 
and econemic impacts resulting from the 
proposed remedial action and identified 
mitigation measures that will be 
implemented to reduce these effects to 
an insignificant level. The Finding of No 
Significant Impact of stabilization at the 
Collins Ranch site is based on the 
folowing findings which are supported 
by the information and analyses in the 


¢ Radiation release—the increased 
radiation exposure above background 
levels to the general population during © 
the remedial action will be extremely 
low. The estimated excess health effects 
were projected to be 6.00019-additional 
cancer death in 10 (0.019 
additional cancer death in 1000 years). 
(With no action, these projections were 
increased to 0.0081 and 0.81, 
respectively). The projected excess 
health effects for remedial action 
workers was 0.0027. 

The DOE will closely monitor the 
release of radon and particulates during 
the remedial action. The release of 
radon and contaminated particulates 
will be reduced by dampening 
contaminated materials with water, by 
limiting contaminated material-handling 
operations during adverse weather 
conditions, and by using trucks with 
tight-fitting tailgates and covers when 
the material is to be moved. All waste- 
water streams will be isolated from 
surface-water systems by drainage- 
control methods. 

Human exposure to residual 
radioactive material will be reduced 
further by restricting access, by 
providing worker training program, and 
by the use of appropriate monitoring 
and protective equipment by the 
remedial action workers. 

Radiation impacts from the proposed 
remedial action activities are 
insignificant. 

¢ Air quality—The site and 
surrounding area are in attainment of 
the National Ambient Air Quality 


’ Standards for hydrocarbons {HC}, 


nitrogen dioxide (NOz), sulfur dioxide 
(SO.), carbon monoxide {CO), and tetal 
suspended particulates {TSP}. 
Dispersion modeling indicated that 
combustion emissions from construction 
equipment will not exceed Federal 
primary or secondary standards. 
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However, TSP (24-hour) could exceed 
the Federal secondary standards (150 
microg/m’) and the 24-hour primary 
standard (260 microg/m®) for a short 
period of time. The modeling used was 
conservative in that mitigation measures 
were credited with only a 50-percent 
reduction in particulate emissions from 
the site and the modeling assumed 
extremely stable wind conditions {i.e., 
very limited pollutant dispersion). On 
this basis it was determined that the air- 
quality impacts of the proposed action 
will be temporary and will not be 
significant. 

* Surface-water quality—During 
remedial action, a low possibility exists 
that surface waters {i.e., Hammersley 
Creek) would experience an increase in 
contaminants due to the relocation of 
tailings and contaminated materials. 
These impacts would be minimal 
because-of water retention facilities and 
erosion control measures. 

Surface waters would not be impacted 
after remedial action because the 
tailings will be isolated from surface- 
water contact by a one-foot-thick 
compacted radon cover, a two-foot-thick 
rock Jayer for erosion control purposes, 
and a rock-soil matrix to promote 
revegetation of the site. A system of 
drainage diversion ditches will also be 
installed to control surface runeff. In 
addition, the nearest ial stream to 
the Collins Ranch site is 3000 feet 
distant. 

¢ Ground-water quality—The 
proposed remedial action would 
eliminate further ground-water 
contamination at the former mill site by 
removing the principal source of 
contamination. The design features of 
the relocated stabilized pile at the 
Collins Ranch site would essentially 
prevent further contamination of the 
shallow aquifers in the area resulting 
from uranium mill tailings. A two-foot- 
thick recompacted layer of silty/clayey 
material will provide the foundation 
layer beneath the tailings pile. The 
tailings materia! will be covered with a 
20-foot-thick layer of lesser 
contaminated materials, averaging 14 
pCi/m*sec. A one-foot-thick compacted 
soil radon cover, a two-foot-thick rock 
cover, and a'‘reck-soil matrix over the 
cover would further inhibit infiltration of 
precipitation and thereby inhibit. 
potential contamination of the ground 
water. The shallow ground water in the 
area is not presently used for domestic 
consumption. The deeper aquifers would 
not be effected by the proposal remedial 
action. 

¢ Threatened and endangered 
species—No threatened or endangered 
species, as identified by the US. Fish 
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and Wildlife (FWS), have been 
identified at or near the Collins Ranch 
site or the former mill site. The DOE has 
_ consulted with state and Federal 
agencies concerned with the protection 
of threatened or endangered species and 
conducted field surveys of the preposed 
disposal site. No impacts to threatened 
or endangered species would. occur. 
¢ Cultural resources—A class III 
archeological field reconnaissance 
survey was conducted at the Collins 
* Ranch site and proposed borrow area. 
No archaeological sites were identified 
at the Collins Ranch site, however two 
historical sites have been identified 
alongside of the roadway to the borrow 
site. One of the sites, a hstoric can and 
bottle dump, does not have sufficient 
integrity of material remains to warrant 
further study. The second historic site, a 
dugout with associated corral, fence, 
road, and dump, dates back to 
approximately the turn of the century. 
This a site appears to meet the criteria 
for the National Register (36 CFR 800) 
and will be avoided. The State 
Historical Preservation Office (SHPO) 
has been notified of these findings. | 
Mitigative measures have been 
implemented to avoid this historic site, 
and thus, this site would not be 
impacted during or after remedial 
action. . 
¢ Transportation—Utilization of the 
Collins Ranch disposal site would 
require use of a private lumber haul 
road, currently owned by Fremont 
Sawmill, which runs in 4 northwesterly 
direction from behind the current 
tailings site, to within one mile of the 
proposed site. The remainder of the haul 
distance will be on a U.S. Forest Service 
road. The haul road will be upgraded 
and maintained to meet DOE and Forest 
Service standards. Traffic on these 
roads is minimal and accident rates are 
low. No significant impacts resulting 
from project activities would occur. 
¢ Seismicity—The Collins Ranch 
disposal site is in a moderate seismic 
risk zone. The nearest active fault is the 
Goose Lake graben fault zone, 
approximately four miles east of the 
disposal site. Based on the Maximum 
Credible Earthquake (MCE) calculated 
for the site and the potential ground 
accelerations, the Collins ranch disposal 
site has been designed to withstand 
these events in compliance with the 
standard. Thus, potential impacts from 
seismic events are insignificant. 
¢ Floodplains and wetlands—The 
Collins Ranch site is not within a 
floodplain or wetlands area. However, 
removal of contaminated materials from 
within the 100-year floodplain during the 
rerouting of Hammersley Creek will 
require the elimination of a limited 


lacustrine, unconsolidated bottom 
wetlands maintained by seasonal 
flooding within the creek channel. This 
activity will be accomplished in such a 
manner as to minimize environmental 
harm through consultation with the U.S. 
Army Corps of Engineers, Oregon 
Division of State Lands, and the Lake 
County Planning Department. 

Single copies of the EA are available 
from: John Themelis, UMTRA Project 
Manager, U.S. Department of Energy, 
UMTRA Project Office, 5301 Central 
Avenue NE., Suite 1700, Albuquerque, 
New Mexico 87108, (505) 844-3941. 

FOR FURTHER INFORMATION CONTACT: 
Robert J. Stern, Director, Office of 
Environmental Guidance EH-23, Office 
of the Assistant Secretary for 
Environment, Safety, and Health, Room 
3G-092, Forrestal Building, U.S., DOE, 
Washington, D.C. 20585, (202) 252-4600. 
Issued at Washington, D.C. December 16, 
1985. 
William A. Vaughan, 
Assistant Secretary Environment, Safety, and 
Health. 
[FR Doc. 85-30327 Filed 12-23-85; 8:45 am] 
BILLING CODE 6450-01-M 


Floodplain and Wetlands Statement of 
Findings; Remedial Action at the 
Lakeview Uranium Mill Tailings Site, 
Lakeview, OR 


AGENCY: Department of Energy. 


ACTION: Floodplain and Wetlands 
Statement of Findings. 


This is a Statement of Findings, 
prepared pursuant to Executive Orders 
11988 and 11990, and 10 CFR Part 1022, 
Compliance with Floodplain/Wetlands 
Environmental Review Requirements. 

Under authority granted by the 
Uranium Mill Tailings Radiation Control 
Act of 1978 (Pub. L. 95-604, dated 
November 8, 1978), the U.S. Department 
of Energy (DOE) proposes to clean up 
the residual radioactive wastes and 
other contaminated materials at the 
inactive uranium mill tailings site 
located just north of Lakeview, Oregon, 
and relocate these materials.to a new 
disposal site (Collins Ranch site) six 
miles northwest. 

The proposed remedial action will 
move and stabilize the radioactive 
wastes according to a plan to be 
concurred in by the U.S. Nuclear 
Regulatory Commission and the State of 
Oregon. The proposed remedial action is 
in conformance with the Environmental 
Protection Agency {EPA) Standards for 
Cleanup of Inactive Uranium Processing 
Sites (40 CFR 192). 

Most of the radioactively 
contaminated materials (628,000 cubic 
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yards) are located on the edge of the - 
100-year floodplain of Hammersley 
Creek. Hammersely Creek traverses the 
former mill site. As reported in the 
Environmental Assessment (EA) 
(UMTRA-DOE/AL-0271), Appendix I, 
Floodplains and Wetlands Assessment, 
the U.S. Army Corps of Engineers 
indicated that wetlands were not 
present within the area of construction 
activities. However, since publication of 
the EA, the U.S. Fish and Wildlife 
Service indicated that wetlands exist to 
a limited extent within the confines of 
Hammerseley Creek. These wetlands 
are predominately lacustrine, 
unconsolidated wetlands maintained by 
seasonal flood events. Therefore, the 
remedial action involves action in a 
floodplain/ wetlands. 

The principal feature of the proposed 
action is the transportation of tailings 
and other contaminated soils (from the 
floodplain, adjacent windblown areas, 
and the evaporation ponds area) to the 
Collins Ranch site approximately six 
miles northwest of the former mill site. 
The Collins Ranch site is well out of the 
reach of the nearest perennial stream 
and is not subject to flood events. At the 
Collins Ranch site, the materials will be 
placed on a prepared surface partially 
below grade, and contoured into an 
embankment. Below grade excavation 
would extend to an average depth of 
five feet. The upper 15 feet of the 
stabilized embankment would consist of 
lesser contaminated soils from the mill 
site. The tailings and contaminated 
material would be covered with a one- 
foot-thick earthen cover to control radon 
exhalation and water infiltration. This 
cover would be topped with a two-foot- 
thick layer of graded rock for erosion 
protection, and a rock-soil matrix cover 
to promote revegetation of the site. 

The former mill site would be restored 
with uncontaminated fill to conform 
with the ‘surrounding terrain, 
recontoured as necessary for service 
drainage and revegetated. 

Specific construction activities related 
to the floodplain and wetlands area 
include: (1) Removal of about 628,000 
cubic yards of contaminated soils; (2) 
rerouting of approximately 2,600 feet of 
Hammersley Creek and fill of the 
abandoned channel; (3) filling in, 
grading, and revegetating the floodplain 
and wetlands area where contaminated 
soils were excavated. 

The DOE examined three alternatives 
for the remedial actions in the EA. The 
DOE’s proposed action (Alternative 1 in 
the EA) is decontamination of the 
Lakeview mill site and relocation of the 
wastes to the Collins Ranch site. The 
two other alternatives analyzed in the 
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EA include: (2) no action; and (3) 
relocation of the wastes to the Flynn 
Ranch site. 

Pursuant to 10 CFR Part 1022, the DOE 
prepared a floodplain and wetlands 
assessment. This assessment was 
published as Appendix I, Floodplains 
and Wetlands Assessment, in the EA. 

The remedial action has been 
designed to conform to applicable 
Federal and state.regulations. Before 
construction begins, all applicable 
permits and approvals, such as those 
required under section 404 of the Clean 
Water Act, will be obtained from the 
U.S. Army Corps of Engineers, Oregon 
Division of State Lands, and other 
agencies having jurisdiction. 

Initial consultation with the agencies 
has taken place, and as a result, the 
design has been modified to minimize 
environmental impacts. Principally, 
rerouting requires the establishment of a 
seed base for a grass lining to 
accommodate the flow velocities during 
the 500-year flood event. 

The no action alternative would leave 
contaminated material in the floodplain. 
Cleanup of this material (alternatives 1 
and 3) inherently involves action within 
the floodplain and wetlands areas. On 
the basis of the flood plain and wetlands 
assessment, the DOE has determined 
that there is no practicable alternative 
to the proposed activities in the 
floodplain and wetlands, and that the 
proposed action has been designed to 
minimize potential harm to or within the 
floodplain and wetlands. 

Issued at Washington D.C., December 16, 
1985. 

William A.Vaughan, . 
Assistant Secretary, Environment, Safety, and 
Health. 


[FR Doc. 85-30328 Filed 12-23-85; 8:45 am] 
BILLING CODE 6450-01-M 





ENVIRONMENTAL PROTECTION 
AGENCY 


LA-9-FRL-2943-8] 


Approval of Prevention of Significant 
Air Quality Deterioration (PSD) Permit 
to Pacific Thermonetics, Inc. (EPA 
Project Number SFB 85-02) 


AGENCY: Environmental Protection 
Agency (EPA), Region 9. 
ACTION: Notice. 


SUMMARY: Notice is hereby given that on 
December 6, 1985 the Environmental 
Protection Agency issued a PSD permit 
under EPA's federal regulations 40 CFR 
52.21 to the applicant named above: The 


PSD permit grants approval to construct 
a combined-cycle cogeneration plant 


consisting of two General Electric Frame - 


7 gas turbines, each followed by a heat 
recovery steam generator (HRSG) and 
an extraction-type steam turbine. The 
facility will be located at the existing 
C&H Sugar Refinery Plant in Crockett, 
Contra Costa County, California. The 
permit is subject to certain conditions, 
including an allowable emission rate as 
follows: NO, (gas turbines)—25 ppmv at 
15% when firing natural gas and 42 ° 
ppmv at 15% when firing fuel oil (fuel oil 
firing is limited to 330 hrs/yr), NO, (duct 
burners—0.1 Ib/MMBtu, and particulate 
matter—0.04 gr/DSCF. 
FOR FURTHER INFORMATION CONTACT: 
Copies of the permit are available for 
public inspection upon request; address 
request to: Anita Tenley (A-3-1), U.S. 
Environmental Protection Agency, 
Region 9, 215 Fremont Street, San 
Francisco, CA 94105, (415) 974-8240, FTS 
454-8240. 

SUPPLEMENTARY INFORMATION: Best 
Available Control Technology (BACT) 
requirements include thé use of multiple 
combustion nozzles, low sulfur fuel oil, 
limited hours of fuel oil firing, Lo-NO, 
burners, and the use of natural gas in 
the HRSG burners. 

DATE: The PSD permit is reviewable 
under section 307(b)(1) of the Clean Air 
Act only in the Ninth Circuit Court of 
Appeals. A petition for review must be 
filed by February 24, 1986. 

Carl C. Kohnert, 

Acting Director, Air Management Division, 
Region9. 

[FR Doc. 85-30347 Filed 12-23-85; 8:45 am] 
BILLING CODE 6560-50-M 


[Docket No. ECAO-CD-81-1; A-4-FRL 
2935-2] 


Draft Air Quality Criteria for Ozone and 
Other Photochemical Oxidants 


AGENCY: Environmental Protection 
Agency. 

ACTION: Notice of Availability of Second 
External Review Drafts of Volumes I 
and V of the Air Quality Criteria for 
Ozone and Other Photochemical 
Oxidants. 


SUMMARY: The second external review 


draft of Volumes I and V of the revised 
criteria document for ozone and other 
photochemical oxidants are being made 
available for public review and 
comment. 

DATES: The Agency will make these 
volumes available on or about 
December 16, 1985. Comments must be 
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postmarked by February 17, 1986. 
ADDRESSES: To obtain a copy of these 
draft volumes, interested parties should 
contact the ORD Publications Center, 
CERI-FRN, U.S. Environmental 
Protection Agency, 26 W. St. Clair St., 
Cincinnati, OH 45268, 513/569-7562, 
(FTS: 684-7562), and request the second 
external review drafts of Volumes I and 
V of the revised Air Quality Criteria for 
Ozone and Other Photochemical 
Oxidants. Please provide your name, 
mailing address, and the EPA document 
number, EPA-600/8-84-020B. The draft - 
volumes will also be available for public 
inspection and copying at the EPA 
library, EPA headquarters, Waterside 
Mall,.401 M Street, SW, Washington, DC 
20460. 

Comments on these draft volumes 
should be sent in writing to the: Project 
Manager, Air Quality Criteria for 
Ozone/Oxidants, Environmental 
Criteria and Assessment Office (MD- 
52), U.S. Environmental Protection 
Agency, Research Triangle Park, NC 
27711. 


FOR FURTHER INFORMATION CONTACT: 
Ms. Diane Ray, U.S. Environmental 
Protection Agency, Environmental 
Criteria and Assessment Office (MD- 
52), Research Triangle Park, NC 27711, 
(919) 541-3637. 


SUPPLEMENTARY INFORMATION: After 
close of the public comment period for 
these volumes, the Clean Air Scientific 
Advisory Committee (CASAC) of the 
Agency's Science Advisory Board (SAB) 
will hold a public meeting to review the 
volumes. Advance notice of the time 
and place of the meeting will be 
provided in a subsequent Federal 
Register notice. 

A copy of the volumes, all public 
comments received, and the Agency’s 
response to these comments will be 
included in the docket established for 
the revision of the ozone/oxidants 
document (Docket No. ECAOCD-81-1). 
The docket is available for inspection 
and copying between the hours of 8:00 
a.m. and 4:00 p.m. at EPA headquarters 
in the Central Docket Section (A—130), 
Gallery 1, West Tower, Waterside Mall, 
401 M Street, SW, Washington, DC 
20460. r 


Dated: November 25, 1985. 
Thomas R. Hauser, 
Acting Assistant Administrator for Research 
and Development. 
[FR Doc. 85-30464 Filed 12-23-85; 8:45 amj 


BILLING CODE 6560-50- 4 
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FEDERAL DEPOSIT INSURANCE 
CORPORATION ’ 


Statement of Policy Regarding ; 
Disclosure by the FDIC of Statutory 
Enforcement Actions 


AGENCY: Federal Deposit Insurance 
Corporation. 


ACTION: Change in effective date. 


SUMMARY: The Federal Deposit 
Insurance Corporation (“FDIC”) is 
postponing implementation of its May 6, 
1985 statement of policy, scheduled to 
become effective on January 1, 1986, 
which provides for the FDIC to publicly 
disclose the final orders it issues in 
conjunction with formal enforcement . 
actions. In light of the decision by the 
Office of the Comptroller of the 
Currency (“OCC”) to propose 
comprehensive disclosure rules, the 
FDIC's Board of Directors feels that it 
would be beneficial to review its 
disclosure policy and to work with the 
OCC on a uniform disclosure approach. 
Therefore, the FDIC is delaying the 
effective date of its statement of policy 
from January 1 to July 1, 1986. 
EFFECTIVE DATE: The effective date of 
the statement of policy published May 
17, 1985, is changed from January 1, 
1986, to July 1, 1986. 

FOR FURTHER INFORMATION CONTACT: 
Robert F. Storch, Planning and Program 
Development Specialist, Division of 
Bank Supervision, Federal Deposit 
Insurance Corperation, Washington, DC 
20429, telephone (202) 389-4761. 


SUPPLEMENTARY INFORMATION: On May 
6, 1985, the Board of Directors of the 
FDIC adopted a statement of policy, 
scheduled to become effective on 
January 1, 1986, which provides for the 
FDIC to publish and make available to 
the public in agency press releases the 
names of all banks and persons to 
whom the FDIC has issued final orders 
in conjunction with formal enforcement 
actions. In addition, brief descriptions of 
the nature of the enforcement actions 
taken and summaries of the orders are 
to be incorporated into the press 
rcleases for each action disclosed. This 
policy applies to insurance termination 
orders, cease-and-desist orders, removal 
orders, suspension orders, civil money 
penalty orders, and capital directives. 
On October 30, 1985, the OCC 
published for a 90-day comment period 
a comprehensive disclosure regulation 
that would be applicable to all national 
banks. 50 FR 45372 (1985). In light of this 
action by the OCC, the FDIC’s Board of 
Directors feels that it would be 
beneficial to review its disclosure policy 
and to work with the OCC on a uniform 
disclosure approach. Therefore, the 


FDIC is delaying the effective date of its 
policy on disclosure of enforcement 
actions for six months. 

Accordingly, the Statement of Policy 
Regarding Disclosure by the FDIC of 
Statutory Enforcement Actions that was 
adopted by the FDIC’s Board of 
Directors on May 6, 1985 (50 FR 20609 
(May 17, 1985)) is amended by removing 
the date “January 1, 1986” from the 
“EFFECTIVE DATE” paragraph on page 
20609 and from seventh paragraph of 
page 20619 and inserting in its place the 
date “July 1, 1986.” 


By order of the Board of Directors this 16th 
day of December 1985. 
Federal Deposit Insurance Corporation. 
Hoyle L. Robinson, 
Executive Secretary. 
[FR Doc. 85-30240 Filed 12-23-85; 8:45 am] 
BILLING CODE 6714-01-M 


FEDERAL MARITIME COMMISSION 
Agreement(s) Filed 


The Federal Maritime Commission 
hereby gives notice of the filing of the 
following agreement(s) pursuant to 
section 5 of the Shipping Act of 1984. 

Interested parties may inspect and 
obtain a copy of each agreement at the 
Washington, DC Office of the Federal 
Maritime Commission, 1100 L Street, 
NW., Room 10325. Interested parties 
may submit comments on each 
agreement to the Secretary, Federal 
Maritime Commission, Washington, DC 
20573, within 10 days after the date of 
the Federal Register in which this notice 
appears. The requirements for 
comments are found in § 572.603 of Title 
46 of the Code of Federal Regulations. 
Interested persons should-consult this 
section before communicating with the 
Commission regarding a pending 
agreement. 

Agreement No.: 224-003945—005. 

Title: Oakland Terminal Agreement. 

Parties: Port of Oakland (Port), 
Maersk Line Pacific, Ltd. (Maersk). 

Synopsis: This agreement amends the 
basic agreement between the parties 
whereby the Port assigned certain 
marine terminal facilities in the Port's 
Outer Harbor Terminal Area to Maersk. 
The amendment extends the time to 
March 31, 1986 in which Maersk may 
exercise its right to extend the term of 
the basic agreement for an additional 
five years. 

Agreement No.: 202-010390-010. 

Title: United States Atlantic & Gulf/ 
Ecuador Freight Association. 

Parties: Ecuadorian Line, Inc., Lykes 
Bros. Steamship, Inc., Transportes 
Navieros Equatorianos. 


BEST COPY AVAILABLE 
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Synopsis: The proposed amendment 
would reduce the notice period for a 
member's independent action from 
seven calendar days to three business 
days. It would also provide for 
amendment of any conference tariff to 
include .the new rate or service item to 
also be effective not earlier than three 
business days after receipt of notice and 
would alter the time for a member to 
withdraw, review or extend its 
independent action to reflect a period 
beyond three business days rather than 
seven calendar days. 

Agreement No.: 202-010688-013. 

Title: Transpacific Westbound Rate 
Agreement. 

Parties: American President Lines, 
Ltd., Evergreen Marine Corp., Hanjin 
Container Lines, Ltd., Japan Line, Ltd., 
Kawasaki Kisen Kaisha, Ltd., Korean 
Marine Transport Co., Ltd., Lykes Bros. 
Steamship Co., Inc., A.P. Moller-Maersk 
Line, Mitsui O.S.K. Lines, Ltd., Neptune 
Orient Lines, Ltd., Nippon Yusen Kaisha, 
Ltd., Orient Overseas Container Line, 
Inc., Sea-Land Service, Inc., Showa Line, 
Ltd., United States Lines, Inc., 
Yamashita-Shinnihon Steamship Co. 
Ltd. 

Synopsis: The proposed amendment 
would make clear that an increase in 
agreement rates would operate to 
increase an independent action rate to 
the agreed level (in the absence of 
notification to the manager to the 
contrary) only as to independent action 
rates which have become effective. 

Agreement No.: 206-010715--001. 

Title: Eurospan. 

Parties: North Europe-U.S. Gulf 
Freight Association, Gulf-European 
Freight Association. 

Synopsis: The proposed amendment 
would add authority for the parties to 
establish practices in connection with 
the self-policing and enforcement of 
their obligations under their respective 
conference agreements. The parties 
have requested a shortened review 
period. 

Agreement No.: 224010863. 

Title: Tampa Terminal Agreement. 

Parties: Tampa Port Authority 
(Authority), St. Philip Towing & 
Transportation Co. (St. Philip). 

Synopsis: This agreement provides for 
the lease by the Authority to St. Philip of 
30,000 sq. ft. of uplands and 10,340 sq. ft. 
of submerged land including a timber 
dock and a 3,775 sq. ft. building. St. 
Philip will use the facility to dock tugs 
and/or barges in performance of tug 
and/or barge-tug operations which 
includes the holding out to perform 
common carrier services in both 
interstate offshore and foreign 





commerce. The term of the agreement is 
for 15 years. 
Dated: December 19, 1985. 


By Order of the Federal Maritime 
Commission. 


Mary F. Whitmore, 

Assistant to the Secretary. 

[FR Doc. 85-30380 Filed 12-23-85; 8:45 am] 
BILLING CODE 6730-01-M 
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FEDERAL MEDIATION AND 
CONCILIATION SERVICE 


Labor-Management Cooperation 
Program; Application Solicitation 


AGENCY: Federal Mediation and - 
Conciliation Service. 

ACTION: Final FY 1986 Program 
Announcement/ Application Solicitation. 


SUMMARY: The Federal Mediation and 
Conciliation Service (FMCS) published 
the draft Fiscal Year 1986 Program 
Announcement for the Labor- 
Management Cooperation Program in 
the November 14, 1985, issue (50 FR 220) 
of the Federal Register. No written 
public comments were received, and no 
changes have been made. 

FOR FURTHER INFORMATION CONTACT: 
Peter L. Regner, Director, Labor- 
Management Grant Programs, Federal 
Mediation and Conciliation Service, 
2100 K Street, NW., Washington, DC 
20427. 


Labor-Management Cooperation 
Program Application Solicitation—FY 
1986 


A. Introduction 


The following is the final solicitation 
for the Fiscal Year 1986 cycle of the 
Labor-Management Cooperation 
Program. These guidelines represent the 
continuing efforts of the Federal 
Mediation and Conciliation Service to 
implement the provisions of the Labor- 
Management Cooperation Act of 1978 
which was initially implemented in 
Fiscal Year 1981. The Act generally 
authorizes FMCS to provide assistance 
in the establishment and-operation of 
plant, area, public sector, and industry- 
wide labor and management committees 
which: 

(A) Have been organized jointly by 
employers and labor organizations 
representing employees in that plant, 
area, government agency, or industry; 
and 

(B) Are established for the purpose of 
improving labor management 
relationships, job security, 
organizational effectiveness, enhancing 
economic development or involving 
workers in decisions affecting their jobs 


including improving communication 
with respect to subjects of mutual 
interest and concern. 

The Program Description and other 
sections that follow as well as a 
separately published FMCS Financial 
and Administrative Grants Manual - 
make up the basic guidelines, criteria, 
and program elements a potential 
applicant for assistance under this 
program must know in order to develop 
an application for funding consideration 
for either a plant, area-wide, industry, or 
public sector labor-management 
committee. Directions for obtaining an 
application kit may be found in Section 
H. A copy of the Labor-Management 
Cooperation Act of 1978 follows this 
solicitation. The Act should be reviewed 
in conjunction with this solicitation. 


B. Program Description 
Objectives 


The Labor-Management Cooperation 
Act of 1978 identifies the following 
seven general areas for which financial 
assistance would be appropriate: 

(1) To improve communications 
between representatives of labor and 
management; 

(2) To provide workers and employers 
with opportunities to study and explore 
new and innovative joint approaches to 
achieving organizational effectiveness; 

{3} To assist workers and employees _ 
in solving problems of mutual concern 
not susceptible to resolution within the 
collective bargaining process; 

(4) To study and explore ways of 
eliminating potential problems which 
reduce the competitiveness and inhibit 
the economic development of the plan, 
area, or industry; 

(5) To enhance the involvement of 
workers in making decisions that affect 
their working lives; 

(6) To expand and improve working 
relationships between workers and 
managers; and 

(7) To encourage free collective 
bargaining by establishing continuing 
mechanisms for communication 
between employers and their employees 
through Federal assistance to the 
formation of labor-management 
committees. 

The primary objective of this program 
is to encourage and support the 
establishment and operation of joint 
labor-management committees to carry 
out specific objectives that meet the 
aforementioned general criteria. The 
term “labor” refers to employees 
represented by a labor organization and 
covered by a formal collective 
bargaining agreement. These 
committees may be found at either plant 
(worksite), area, industry, or public 
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sector levels. A plant or worksite 
committee is generally characterized as 
restricted to one or more organizational 
or productive units operated by a single 
employer. An area committee is 
generally composed of multiple 
employers of diverse industries as well 
as multiple labor unions operating 
within and focusing upon city, county, 
contiguous multicounty, or statewide 
jurisdictions. An industry committee 
generally consists of a collection of 
agencies or enterprises and related 
unions producing a common product or | 
service in the private sector on a local, 
state, regional, or nationwide level. A 
public sector committee consists of 
government employees and managers in 
one or more units of a local or state . 
government. Those employees must be 
covered by a formal collective 
bargaining agreement. Employees 
covered by so-called “meet! and confer" 
agreements are not eligible under this 
program. In deciding whether an 
application is for an area or industry 
committee, consideration should be 
given to the above definitions as well as 
to the focus of the committee. 

IN FY86, competition will be open to 
plant, area, private industry, and public 
sector committees. In-plant committee 
applications should offer an inhovative 
or unique effort. All application budget 
requests should focus directly on 
supporting the committee. Applicants 
should avoid seeking funds for activities 
that are clearly available under other 
Federal grant programs (e.g., job 
training). f 


Required Program Elements 


1. Problem Statement. The 
application, which should have 
numbered pages, must discuss in detail 
what specific problem(s) face the plant, 
area, government, or industry and its 
workforce that will be addressed by the 
committee. Applicants must document 
the problems using as much relevant 
data as possible and discuss the full 
range of impacts these problems could 
have or are having on the plant, 
government, area, or industry. An 
industrial or economic profile of the 
area and workforce might prove useful 
in explaining the problems. This section 
basically discusses WHY the effort is 
needed. 

2. Results or Benefits Expected. By 
using specific goals and objectives, the 
application must discuss in detail 
WHAT the labor-management 
committee as a demonstration effort will 
accomplish during the life of the grant. 
While a goal of “improving 
communication between employers and 
employees” may suffice as one overall 
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goal of a project, the objectives must, 
whenever possible, be expressed in 
measurable terms. Applicants should 
focus on the impacts or changes that the 
committee's efforts will have. Existing 
committees should focus on expansion 
efforts/results expected from FMCS 
funding. The goals, objectives, and 
projected impacts will become the 
foundation for future monitoring and 
evaluation efforts. 

3. Approach. This section of the 
application specifies HOW the goals 
and objective will be accomplished. At a 
minimum, the following elements must 

- be included in all grant applications: 

(a) A discussion of the strategy the 
committee will employ to accomplish its 
goals and objectives; 

(b) A listing, by name and title, of all 
existing or proposed members of the 
labor-management committee. The 
application should also offer a rationale 
for the selection of the committee 
members (e.g. members represent 70% of 
the area or plant workforce). : 

(c) A discussion of the number, type, 
and role of all committee staff persons. 
Include proposed position descriptions 
for all staff that will have to be hired as 
well as résumés for staff already on 
board; 

(d) In addressing the proposed 
approach, applicants must also present 
their justification as to why Federal 
funds are needed to implement the 
proposed approach; 

(e) A statement of how often the 
committee will meet as well as any 
plans to form subordinate committees 
for particular purposes; and 

(f} For applications from existing 
committees (i.e., in existence at least 12 
months prior to the submission 
deadline), a discussion of the past 
efforts and accomplishments and how 
they would integrate with the proposed 
future expanded effort. 

4. Major Milestone. This section must 
include an implementation plan that 
indicates what major steps, operating 
activities, and objectives will be 
accomplished as well as a timetable for 
WHEN they will be finished: A 
milestone chart must be included that 
indicates what specified 
accomplishments (process and impact) 
will be completed by month over the life 
of the grant. The chart should identify 
months as “month 1, 2” etc., rather than 
by name of month as the grant start date 
will not be determined until all 
applications are reviewed. The 
accomplishment of these tasks and 
objectives, as well as problems and 
delays therein, will serve as the basis 
for quarterly progress reports to FMCS. 

5. Evaluation. Applicants must 
provide for an external evaluation or 


internal assessment of the project's 
success in meeting its goals and 
objectives. 

An evaluation plan must be developed 
which will briefly discuss what basic 
questions or issues the assessment 
would examine and what baseline data 
the committee staff would already have/ 
or will gather for the assessment. This 
section should be written with the 
application’s own goals and objectives 
clearly in mind and the impacts or 
changes that the effort is expected to 
cause. 

6. Letters of Commitment. 
Applications must include current letters 
of commitment from a// proposed or 
existing committee participants and 
chairpersons. These letters should 
indicate that the participants support the 
application and are willing to personally 
attend scheduled committee meetings. A 
blanket letter signed by a committee 
chairperson on behalf of all members is 
not acceptable. 

7. Other Requirements. Applicants are 
also responsible for the following: 

(a) The submission of data indicating 
approximately how many employees 
will be covered or represented through 
the labor-management committee; 

(b) From existing committees, a copy 
of the existing staffing levels, a copy of 
the by-laws, a breakout of annual 
operating costs and identification of all 
sources and levels of current financial 
support; 

(c) A detailed budget narrative based 
on plicies and procedures contained in 
the FMCS Financial and Administrative 
Grants Manual; 

(d) An assurance that the labor- 
management committee will not 
interfere with any collective bargaining 
agreements; and 

(e} An assurance that written minutes 
of all committee meetings will be 
prepared and made available to FMCS. 


Selection Criteria 


The following criteria will be used in 
the scoring and selection of applications 
for award: 

(1) The extent to which the 
application has clearly identified the 
problems and jutified the needs that the 
proposed project will address. 

(2) The degree to which appropriate 
and measurable goals and objectives 
have been developed to address the 
problems/needs of the area. For existing 
committees, the extent to which the 
committee will focus on expanded 
efforts. 

(3) The feasibility of the approach 
proposed to attain the goals and 
objectives of the project and the 
perceived likelihood of accomplishing 
the intended project results. For in-plant 
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applicants, this section will address the 
degree of innovation or uniqueness of 
the proposed effort. 

(4) The appropriateness of committee 
membership and the degree of 
commitment of these individuals to the 
goals of the application: 

(5) The feasibility and thoroughness of 
the implementation plan in specifying 
major milestones and target dates. 

(6) The cost effectiveness and fiscal 
soundness of the application’s budget 
request, as well as the application's 
fiscal feasibility vs. its goals and 
approach. 

(7) The overall feasibility of the 
proposed project in light of all of the 
information presented for consideration 
and quality of the application; and, 

(8) The cost value to the government 
of the application in light of the overall 
objectives of the Labor-Management 
Cooperation Act of 1978. This includes 
such factors as innovations, site - 
location, and other qualities that 
enhance an applicant's value in 
encouraging the labor-management 
committee concept. 

C. Eligibility 

Eligible grantees include State and 
local units of government, private non- 
profit labor-management committees (or 
a labor or management entity on behalf 
of a committee that will be created 
through the grant), and certain third 
party private non-profit entities on. 
behalf of one or more committees to be 
created through the grant. Federal 
government agencies are not eligible. 

Third party non-profit entities which 
can document that a major purpose or 
function of their organization has been 
the improvement of labor relations are 
eligible to apply. However, all funding 
must be directed to the functioning of 
the labor-management committee, and 
all requirements under Part B must be 
followed. Applications from third-party 
entities must document particularly 
strong support and participation from all 
labor and management parties with 
whom the applicant will be working. 
Applicants from third-parties which do 
not directly support the operation of a 
new or expanded committee will not be 
deemed eligible. 

Applicants who received funding 
under this program in the past for 
committee funding are not eligible to 
apply for funding to continue or expand 
their prior efforts. 


D. Allocations 


FMCS has received an FY86 
appropriation of $1 million for this 
program. However, as a result of the 
Balanced Budget and Emergency Deficit 





Control Act of 1985 {Gramm-Rudman- 
Hollings Act), this amount may be 
produced. Specific funding levels will 
not be established for each type of 
committee. Instead, the review process 
will be conducted in such a manner that 
at least two awards will be made in 
each category (inplant, industry, public 
sector, and area), providing that FMCS 
determines that at least two outstanding 
applications exist in each cetegory. 
After these applications are selected for 
award, the remaining applications will 
be awarded according to merit without 
regard to category. 

FMCS reserves the right to retain up 
to 5 percent of the FY86 appropriation to 
contract for program support purposes 
(other than administrative). : 


E. Dollar Range and Length of Grants 

and Continuation Policy 

Awards to continue and expand 
existing labor-management committees 
{i.e., in existence at least 12 months 
prior to the submission deadline) will be 
for a period of 12 months. If successful 
progress is made during this initial 
budget period and if sufficient 
appropriations for expansion and 
continuation projects are available, 
these grants may be continued up to an 
additional 12 months at double the 
initial cash match ratio. 

The total project period will thus 
normally be no more than 24 months. 

Initial awards to establish new labor- 
management committees [i.e., not yet 
established or in existence less than 12 
months prior to the submission 
deadline), will be for a period of 18 
months. If successful progress is made 
during this initial budget period and if 
sufficient appropriations for expansion 
and continuation projects are available, 
these grants may be continued up to an 
additional 18 months at double the 
initial cash match ratio. The total project 
period will thus normally be no more 
than 36 months. 

The dollar range of awards is as 
follows: 

—Up to $35,000 in FMCS funds per 
annum for existing inplant applicants; 
up to $50,000 over 18 months for new 
in-plant committee applicants; 

—Up to $75,000 in FMCS funds per 
annum for existing area, industry and 
public sector committee applicants; 

—Up to $100,000 per 18-month period for 
new area, industry, and public sector 
committee applicants. 

Applicants are reminded that these 
figures represent maximum Federal 
funds only. If total costs to accomplish 
the objectives of the application exceed 
the maximum allowable Federal funding 
level and grantee match, applicants may 


supplement these funds through 
voluntary contributions from other 
sources. 


F. Match Requirements and Cost 
Allowability 


In FY86, applicants for new labor- 
management committees must provide 
at least 10 percent of the total allowable 
project costs. Applicants of existing 
committees must provide at least 25 
percent of the total allowable project 
costs. All matching funds must be in 
cash rather than in-kind goods or 
services. Matching funds may come 
from state or local government sources 
or private sector contributions, but may 
generally not include other Federal 
funds. Funds generated by grant- 
supported efforts are considered 
“project income,” and may not be used 
for matching purposes. 

It will be the policy of this program to 
reject all requests for indirect or 
overhead costs. In addition, grant funds 
must not be used to supplant private or 
local/state government funds currently 
employed for these purposes. Funding 
requests from existing committees 
should focus entirely on the costs 
associated with the expansion efforts 
only. Also, under no circumstances will 
business or labor officials participating 
on a labor-management committee be 
compensated out of grant funds for time 
spent at committee meetings or time 
spent in training sessions. Applicants 
generally will not be allowed to claim 
all or a portion of existing staff time as 
an expense or match contribution. 

For a more complete discussion of 
cost allowability, applicants are 
encouraged to consult the FY86 FMCS 
Financial and Administrative Grants 
Manual which will be included in the 
application kit. 


G. Application Submission and Review 
Process 


Applications must be signed by both a 
labor and management representative 
and be postmarked no later than May 


’ 17, 1986. No applications or 


supplementary materials can be 
accepted after the deadline. It is the 
responsibility of the applicant to ensure 
that the application is correctly 
postmarked by the U.S. Postal Service or 
other carrier. An orginal application, 
containing numbered pages, plus three 
copies should be addressed to the 
Federal Mediation and Conciliation 
Service, Labor-Management Grant 
Programs, 2100 K Street, NW, 
Washington, DC 20427. Applications 
submitted without sufficient copies may 
be returned. 
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After the deadline has passed, all 
eligible applications will be reviewed 
and scored initially by one or more 
FMCS Grant Review Board(s). The 
Board({s) will decide which applications 

will be recommended for funding 
consideration. The Director; Labor- 
Management Grant Programs, will 
finalize the scoring and selection 
process of those applications 
recommended by the Board({s). 

All FY86 grant applicants will be 
notified of results, and all grant awards 
will be made, prior to September 30, 
1986. Applications submitted after the 
deadline dates or that fail to adhere to 
eligibility or other major requirements 
will be administratively rejected by the 
Director, Labor-Management Grant 


Programs. 
H. Contact 


Individuals wishing to apply for 
funding under this program should 
contact the Federal Mediation and 
Conciliation Service as soon as possible 
to obtain an application kit. These kits, 
as well as additional information or 
clarification, can be obtained by 
contacting Peter L. Regner, Federal 
Mediation and Conciliation Service, 
Labor-Management Grant Programs, 
2100 K Street, NW, Washington, DC 
20427, or calling 202/653-5320. 

Kay McMurray, 
Director, Federal Mediation and Conciliation 
Service. 


[FR Doc. 85-30313 Filed 12-23-85; 8:45 am] 
BILLING CODE 6732-01-M 


FEDERAL TRADE COMMISSION 


Granting of Request for Early 
Termination of the Waiting Period 
Under the Premerger Notification 
Rules 


Section 7A of the Clayton Act, 15 
U.S.C. 18a, as added by Title II of the 
Hart-Scott-Rodino Antitrust 
Improvements Act of 1976, requires 
persons contemplating certain mergers 
or acquisitions to give the Federal Trade 
Commission and the Assistant Attorney 
General advance notice and to wait 
designated periods before 
consummation of such plans. Section 
7A(b)(2) of the Act permits the agencies, 
in individual cases, to terminate this 
waiting period prior to its individual 
cases, to terminate this waiting period 
prior to its expiration and requires that 
notice of this action be published in the 
Federal Register. 
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The following transactions were 
granted early termination of the waiting 
period provided by law and the 
premerger notification rules. The grants 
were made by the Federal Trade - 
Commission and the Assistant Attorney 
General for the Antitrust Division of the 
Department of Justice. Neither agency 
intends to take any action with respect 
to these proposed acquisitions during 
the applicable waiting period: 


(1) 86-1024—General Electric Compa- | Nov. 27, 1985. 
ny's proposed acquisition of voting se- 
curities of Powerex Inc., a joint venture 
Corporation to be formed. 

(2) 86-1025—Westnghouse Electric Cor- 
poration’s proposed acquisition of 
voting secruities of Powerex inc., a 
joint venture Corporation to be formed. 

(3) 86-0268—Devon Resource Investor's 
proposed acquisition assets of Stauffer 
Oil & Gas, Inc., (Chesebrough Pond's 
Inc., UPE). 

(4) 86-0322—Sudbury Holdings, inc.'s 
proposed acquistion of voting securi- 
ties of Alpha Tube Corporation. 

(5) 86-0234—Zayre Corp.'s proposed ac- 
quistion of Metro Vermoegensverwal- 
tungs GMBH & Co. KG., (Metro Cash 
and Cary Wholesale, Inc., UPE). 

(6) 86-0238—The News Corporation Li- 
mited’s proposed acquisition of assets 
of Studio Properties Company. 

(7) 86-0239—MKDG II's proposed acqui- 
sition of assets of Studio Properties 


Company. 

(8) 86-0310—Laurentian Capital Corp's 
proposed acquisition of voting securi- 
ties of Prairie State Life ins. Co. 

(9) 66-0222—Refaat El-Sayed’s pro- 
posed acquisition of voting securities 
of Vertac Chemical Corporation. 

(10) 86-0223—Refaat El!-Sayed’s pro- 
Posed acquisition of voting securities 
of SDS Biotech Corporation, (Diamong 
Shamrock Corporation, UPE). 

(11) 86-0224—Refaat El-Sayed’s pro- 
posed acquisition of voting securities 
of SDS Biotech Corporation, (Vander- 
bilt Development Corporation, UPE). 

(12) 86-0233—Claremont Petroleum 
N.L.'s proposed acquisition of voting 
securities of Triton Energy Corporation. 

(13) 86-0246—The Proctor & Gamble 
Company's proposed acquisition of 
assets of G.D. Searle & Co. and voting 
securities of Searle Consumer Prod- 
ucts, Inc., (Monsanto Company, UPE). 

(14) 86-0250—United States Steel Cor- 
poration’s proposed acquisition of 
voting securities of Texas Oil & Gas 
Corp. * 

(15) 86-0251—United States Steel Cor- 
poration’s proposed acquisition of 
voting securities of Texas Oil & Gas 


(16) 86-0252—United States Steel Cor- 
Poration’s proposed acquisition of 
voting securities of Texas Oil & Gas 
Corp. 

(17) 86-0255—Minnesota Mining & Man- 
ufacturing Company's proposed acqui- 
sition of voting securities of a Newly- 
Formed Joint Venture. 

(18) 86-0261—Harris Corporation's pro- 
posed acquisition of voting securities 
of a Newly-Formed Joint Venture. 

(19) 86-0262—Equity Holdings’ proposed 
acquisition of voting securities of Cle- 
vepak Corporation. 

(20) 86-0271—Pionee: Hi-Bred Interna- 
tional, Inc.'s proposed acquisition of 
voting securities of TLC, Co. 


21) 86-0281—Wolseley—Hughes pic's 
proposed 


(Clifton L. Benson, Jr., UPE). 

(22) 86-0291—Primark Corporation's 
“roped acquisition of voting securi- 
of The Aviation Group, Inc. 

(23) 


(IC Industries, Inc. UPE). 

(25) 86-0318—Ermal C. Fraze’s pro- 
posed acquisition of voting securities 
of Dayton Reliable Tool & Mig. Co., 


(28) 86-0286—Whirlpool Corporation's 
proposed acquisition of voting securi- 
ties of Aspera S.r.L., (Fiat S.p.A., UPE). 

(29) 86-0314—Continental Mortgage In- 
vestors’, (William Davidson, UPE), pro- 
posed acquisition of voting securities 
of G.I.C. Financial Services Corpora- 
tion, G.1.C. Equipment Leasing Compa- 
ny, (Guardian industries Corp., William 
Davidson, UPE). 

(30) 86-0316—Exxon Corporation's pro- 
posed acquisition of assets of Phillips 
Petroleum Company. 7 

(31) 86-0294—Masco Corporation's pro- 
posed acquisition of voting securities 
of Flint & Walling Industries, Inc., 
(Edward L. Benson, UPE). 

(32) 86-0295—Masco industries, Inc.'s 
proposed acquisition of voting securi- 
ties of Flint & Walling Industries, Inc., 
(Edward L. Benson, UPE). 

(33) 86-0305)—Koninklijke Wessanen 
N.V.’s reer acquisition of voting 
securities American _National 
Snacks, Inc. > Tree of Life Distribu- 
tion Company, (Riverside Group, Inc., 
J. Steven Wilson, UPE). 

(34) 86-0338—Bally Manufacturing Cor- 


voting i 
Hotels, inc., (Kirk Kerkorian, UPE). 

(35) 86-0377—The Goodyear Tire & 
Rubber Company's proposed acquisi- 
tion of assets of Chevron Corp. 

(36) 86-0337—Alberta Energy Company 
Ltd.'s proposed acquisition of assets of 
Royal Dutch Petroleum Company. 

(37) 86-0329—Sage Energy Company's 
(K.K. Amini, UPE) proposed acquisition 
of assets of Shell Western E & P a 
subsidiary of Shell Oil Company, 
(Royal Dutch Petroleum Company, 
UPE), (Operating in the U.S. as Shell 
Oil Company). 


FOR FURTHER INFORMATION CONTACT: 
Sandra M. Peay, Legal Technician, 
Premerger Notification Office, Bureau of 
Competition, Room 301, Federal Trade 
Commission, Washington, DC 20580, 
(202) 523-3894. 


By direction of the Commission. 
Emily H. Rock, 
Secretary. 


[FR Doc. 85-30326 Filed 12-23-85; 8:45 am] 
BILLING CODE 6750-01-M 
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DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 


Alcohol, Drug Abuse, and Mental 
Heaith Administration 


Alcohol, Drug Abuse, and Mental 
Health Aspects of Acquired 
immunodeficiency Syndrome (AIDS) 


AGENCY: Alcohol, Drug Abuse, and 
Mental Health Administration, HHS. 


ACTION: Issuance of program 
announcement for research of alcohol, 

abuse, and mental health aspects 
of Acquired Immunodeficiency 
Syndrome (AIDS). 


summary: The Alcohol, Drug Abuse, 
and Mental Health Administration 
announces the availability of a program 
announcement for research on the 
Alcohol, Drug Abuse, and Mental Health 
Aspects of Acquired Immunodeficiency 
Syndrome (AIDS). This announcement is 
to encourage research directed toward 
the psychological and neuropsychiatric 
problems, important consequences of 
AIDS which may also represent risk 
factors for it. Among the concerns are 
durg abusers who represent an avenue 
of AIDS infection to the general public. 
Concern over AIDS also reemphasizes 
the importance of research on the effects 
of alcohol consumption on immunologic 
functioning. Support may be requested 
for up to 5 years. 


Receipt And Review Dates Of 
Applications 


Applications will be accepted and 
reviewed according to the usual Public 
Health Service schedule and procedures. 
FOR FURTHER INFORMATION CONTACT: 
Ellen Simon Stover, Ph.D., Deputy” 
Director, Division of Basic Sciences, 
National Institute of Mental Health, 
Room 10-104, Parklawn Building, 5600 
Fishers Lane, Rockville, Maryland 20857, 
Telephone: (301) 443-4337. 

Robert L. Trachtenberg, 


Acting Administrator Alcohol, Drug Abuse, 
and Mental Health Administration. 


[FR Doc. 85-30316 Filed 11-23-85; 8:45 am] 
BILLING CODE 4160-20-M 


Food and Drug Administration 
[Docket No. 85E-0444) 


Determination of Regulatory Review 
Period for purposes of Patent 
Extension; Fortaz; Correction 

AGENCY: Food and Drug Administration. 
ACTION: Notice; correction. 





SUMMARY: The Food and Drug 
Administration (FDA) is correcting the 
notice that announced that it had 
determined the regulatory review aay 
for Fortaz. This document corrects the 

title of the person who signed the 
document. 


FOR FURTHER INFORMATION CONTACT: 
Agnes B. Black, Regulations Editorial 
Staff (HFC-222), Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, MD 20857, 301-443-2994. 


SUPPLEMENTARY INFORMATION: In FR 
Doc. 85-28927 appearing on page 50014 
in the issue of Friday, December 6, 1985, 
the following correction is made: In the 
third column, at the end of the 


Commissioner for Health Affairs.” 
Dated: December 18, 1985. 

Stuart L. Nightingale, 

Associate Commissioner for Health Affairs. 

[FR Doc. 85-30319 Filed 12-23-85; 8:45 am] 


AGENCY: Food and Drug Administration. 
ACTION: Notice; correction. 


SUMMARY: The Food and Drug 
Administration (FDA) is correcting the 
notice that announced that it had 
determined the regulatory review period 
for Hexabrix injection. This document 
corrects the title of the person who 
signed the document. 


FOR FURTHER INFORMATION CONTACT: 
Agnes B. Black, Regulations Editorial 
Staff (HFC-222), Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, MD 20857, 301-443-2994. 


SUPPLEMENTARY INFORMATION: In FR 
Doc. 85-28925 appearing on page 50014 
in the issue of Friday, December 6, 1985, 
the following correction is made on page 
50015: In the second column, at the end 
of the document, “Deputy Associate 
Commissioner for Regulatory Affairs” 
should have read “Deputy Associate 
Commissioner for Health Affairs.” 


Dated: December 18, 1985. 
Stuart L. Nightingale, 


Associate Commissioner for Health Affairs. 
[FR Doc. 85-30318 Filed 12-23-85; 8:45 am] 
BILLING CODE 4160-01-M 


[Docket No. 76F-0118] 


Kureha Chemical industry Co., Ltd.; 
Withdrawal of Food Additive Petition 


AGENCY: ‘Food and Drug Administration. 
ACTION: Notice. 


suMMaRy: The Food and Drug 
Administration (FDA) is announcing the 
withdrawal without prejudice of a 
petition (FAP 3B2835) proposing that the 
food additive regulations be amended to 
provide for the safe use of di-B- 
butoxyethyl peroxydicarbonate as a 
polymerization initiator fer vinyl 
chloride. 

FOR FURTHER INFORMATION CONTACT: 
Mary W. Lipien, Center for Food Safety 
and Applied Nutrition (HFF-335), Food 
and Drug Administration, 200 C Street 
SW., Washington, DC 20204, 202-472- 
5690. 

SUPPLEMENTARY INFORMATION: In the 
Federal Register of May 12, 1976 (41 FR 
19363), FDA published a notice that it 
had filed a petition (FAP 3B2835) from 
Kureha Chemical Industry Co., Ltd., c/o 
Kreha Corp. of America, 420 Lexington 
Ave., New York, NY 10017, that 
proposed to amend the food additive 
regulations to provide for the safe use of 
di-8-butoxyethyl peroxydicarbonate as 
a polymerization initiator for vinyl 
chloride. Kureha Chemical Industry Co., 
Ltd., has now withdrawn the petition 
without prejudice to a future filing (21 
CFR 171.7). 


Dated: December 16, 1985. 
Richard J. Ronk, 
Acting Director, Center for Food Safety and 
Applied Nutrition. 
[FR Doc. 85-30321 Filed 12-23-85; 8:45 am} 
BILLING CODE 4160-01-M 


Advisory Committees; Meetings 


AGENCY: Food and Drug Administration. 
ACTION: Notice. 


sumMaARY: This notice announ¢ées 
forthcoming meetings of public advisory 
committees of the Food and Drug 
Administration (FDA). This notice also 
summarizes the procedures for the 
meetings and methods by which 
interested persons may participate in 
open public hearings before FDA's 
advisory committees. 

MEETINGS: The following advisory 
committee meetings are announced: 


Workshop on Allergenic Extract 
Standardization and Allergenic Products 
Advisory Committee 

Date, time, and place. January 8, 8:30 
a.m., Wilson Hall, Bldg. 1, National 
Institutes of Health, 9000 Rockville Pike. 


BEST COPY AVAILABLE 
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Bethesda, MD; January 9 and 10, 
Conference Rm. 6, Bldg. 31C, National 
Institutes of Health, 9000 Rockville Pike. 


* Bethesda, MD. 


Type of meeting and contact person. 
Open public workshop, January 8, 8:30 
a.m. to 5 p.m.; open public hearing, _ 
January 9, 9 a.m. to 10 a.m.; open 
committee discussion, 10 a.m. to 5 p.m.; 
closed presentation of data, January 10, 
9 a.m. to 12:30 p.m.; Clay Sisk, Center for 
Drugs and Biologics (HFN-32), Food and 
Drug Administration, 5600 Fishers Lane, 
Rockville, MD 20857, 301-443-4695. 

General function of the committee. 
The committee reviews and evaluates 
available data on the safety and 
effectiveness of marketed and 
investigational allergenic biological 
products administered to humans for the 
diagnosis, prevention, or treatment of 
allergies and allergic disease. 

Agenda—Open public workshop. The 
public workshop on January 8 is 
directed to the manufacturers of 
allergenic extracts. Topics include (1) 
the proposed adoption of additional 
reference preparations for standardized 
allergenic extracts, (2) an update on 
analytical methods of standardization, 
and (3) information on the assignment of 
“allergy units” to describe the potency 
of allergenic extracts. 

Agenda—Open public hearing. 
Interested persons requesting to present 
data, information, or views, orally or in 
writing, on issues pending before the 
committee should communicate with the 
committee contact person. 

Open committee discussion. January 9 
will be an orientation of the new 
members to the their role on the 
committee, the organization and 
function of the Food and Drug 
Administration (FDA), and the advice 
and involvement expected from the 
committee at future meetings followed 
by an introduction to some scientific 
issues which may be topics for future 
meetings. These include (1) guidelines 
for the clinical testing of allergenic 
extracts for use in immunotherapy and 
(2) the potential toxicity of the 
aluminum component of Alum- 
Precipitated Allergenic Extracts. 

Closed presentation of data. The 
committee will receive briefings on 
trade secret or confidential commercial 
information relevant to pending 
biological product license applications 
for allergenic products such as new 
allergenic extracts. This portion of the 
meeting will be clesed to permit 
discussion of this information (5 U.S.C. 
552b(c)(4)). 
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Ophthalmic Devices Panel 


Date, time, and place. January 23 and 
?4, 9 a.m., Auditorium, HHS Bldg., 330 
Independence Ave. SW. (enter at C St. 
entrance), Washington, DC. 

Type of meeting and contact person. 
Open public hearing, January 23, 9 a.m. 
to 10 a.m.; open committee discussion, 
10 a.m. to 1 p.m.; closed committee 
deliberations, 2 p.m. to 5 p.m.; open 
public hearing, January 24, 9.a.m. to 10 
a.m.; open committee discussion, 10 a.m. 
to 1 p.m.; closed committee 
deliberations, 2 p.m. to 3 p.m.; open 
committee discussion, 3 p.m. to 5 p.m.; 
Richard E. Lippman, Center for Devices 
and Radiological Health (HFZ-460), 
Food and Drug Administration, 8757 
Georgia Ave., Silver Spring, MD 20910, 
301-427-7940. 

General function of the committee. 
The committee reviews and evaluates 
available data on the safety and 
effectiveness of devices currently in use 
and makes recommendations for their 
regulations. The committee also reviews 
data on new devices and makes 
recommendations regarding their safety 
and effectiveness and their suitability 
for marketing. 

Agenda—Open public hearing. 
Interested persons may present data, 
information, or views, orally or in 
writing, on issues pending before the 
committee. Those desiring to make 
formal presentations should notify the 
contact person before December 20, and 
submit a brief statement of the general 
nature of the evidence or arguments 
they wish to. present, the names and 
addresses of proposed participants, and 
an indication of the approximate time 
required to make their comments. 

Open committee discussion. On 
January 23, the committee will discuss 
general issues relating to approvals of 
premarket approval applications - 
(PMA's) for intraocular lenses (IOL's) 
and neodymium:yttrium-aluminum- 
garnet (Nd:YAG) lasers, and may 
discuss specific PMA’'s for these 
devices. If discussion of all pertinent 
IOL or Nd:YAG laser issues is not 
completed, discussion will be continued 
the following day. On January 24, the 
committee will discuss PMA’s for 
contact lenses and other ophthalmic 
devices and requirements for PMA 
approval. 

Closed committee deliberations. On 
January 23, the committee will conduct 
reviews of PMA’s for IOL’s and Nd:YAG 
lasers. On January 24, the committee 
may discuss trade secret or confidential 
commercial information relevant to 
PMA’s for contact lenses or other 
ophthalmic devices. This portion of the 
meeting will be closed to permit 


discussion of this information (5 U.S.C. 
552b(c)(4)). 


Vaccines and Related Biological 
Products Advisory Committee 


Date, time, and place. January 23, 8:30 
a.m., Bldg. 29, Rm. 115, 8800 Rockville 
Pike, Bethesda, MD; January 24, 8:30 
a.m., Bethesda Marriott Hotel, 5151 
Pooks Hill Rd., Bethesda, MD. . 

Type of meeting and contact person. 
Closed committee deliberations, January 
23, 8:30 a.m. to 10:30 a.m.; open public 
hearing, 10:30 a.m. to 11:30 a.m., unless 
public participation does not last that 
long; open committee discussion, 11:30 
a.m. to 4 p.m.; closed committee 
deliberation, 4 p.m. to 6 p.m.; open 
committee deliberations, January 24, 
8:30 a.m. to 3:30 p.m.; closed committee 
deliberations (if necessary), 3:30 p.m. to 
4:30 p.m.; Jack Gertzog, Center for Drugs 
and Biologics (HFN-31), Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, MD 20857, 301-443-5455. 

General function of the committee. 
The committee reviews and evaluates 
available data on the safety and 
effectiveness of vaccines and related 
biological products intended for use in 
the diagnosis, prevention, or treatment 
of human diseases. The committee also 
reviews and evaluates the quality and 
relevance of FDA's research program 
which provides scientific support for the 
regulation of these products. 

Agenda—Open public hearing. 
Interested persons requesting to present 
data, information, or views, orally or in 
writing, on issues pending before the 
committee should communicate with the 
committee contact person. 

Open committee discussion. On 
January 23, the committee will discuss 
the influenza vaccine formulation for the 
1986-1987 season. On January 24, the 
committee will have deliberations to 
review the’safety and effectiveness of 
live varicella virus vaccine. 

Closed committee deliberations. On 
January 23 and 24 (if necessary), the 
committee will review trade secret or 
confidential commercial information 
relevant to pending license applications. 
This portion of the meeting will be 
closed to permit discussion of this 
information (5 U.S.C. 552b(c)(4)). 

Each public advisory committee 
meeting listed above may have as many 
as four separable portions: (1} An open 
public hearing, (2) an open committee 
discussion, (3) a closed presentation of 
data, and (4) a closed committee 
deliberation. Every advisory committee 
meeting shall have an open public 
hearing portion. Whether or not it also 
includes any of the other three portions 
will depend upon the specific meeting 
involved. The dates and times reserved 
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for the separate portions of each 
committee meeting are listed above. 

The. open public hearing portion of 
each meeting shall be at least 1 hour 
long unless public participation does not 
last that long. It is emphasized, however, 
that the 1 hour time limit for an open 
public hearing represents a minimum 
rather than a maximum time for public 
participation, and an open public 
hearing may last for whatever longer 
period the committee chairman 
determines will facilitate the 
committee’s work. 

Public hearings are subject to FDA's 
guideline (Subpart C of 21 CFR Part 10} 
concerning the policy and procedures to 
expedite electronic media coverage of 
FDA’s public administrative 
proceedings, including hearings before 
public advisory committees under 21 
CFR Part 14. Under 21 CFR 10.205, 
representatives of the electronic media 
may be permitted, subject to certain 
limitations, to videotape, film, or 
otherwise record FDA’s public 
administrative proceedings, including 
presentations by participants. 

Meetings of advisory committees shall 
be conducted, insofar as is practical, in 
accordance with the agenda published 
in this Federal Register notice. Changes 
in the agenda will be announced at the 
beginning of the open portion of a 
meeting, 

Any interested person who wishes to 
be assured of the right to make an oral 
presentation at the open public hearing 
portion of a meeting shall inform the 
contact person listed above, either 
orally or in writing, prior to the meeting. 
Any person attending the hearing who 
does not in advance. of the meeting 
request an opportunity to speak will be 
allowed to make an oral presentation at 
the hearing’s conclusion, if time permits, 
at the chairman's discretion. 

Persons interested in specific agenda 
items to be discussed in open session 
may ascertain from the contact person 
the approximate time of discussion. 

A list of committee members and 
members and summary minutes of 
meetings may be requested from the 
Dockets Management Branch (HFA- 
305), Rm. 462, Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, MD 20857, between 9.a.m. and 
4 p.m., Monday through Friday. 

The Commissioner, with the 
concurrence of the Chief Counsel, has 
determined for the reasons stated that 
those portions of the advisory 
committee meetings so designated in 
this notice shall be closed. The Federal 
Advisory.Committee Act (FACA), as 
amended by the Government in the 
Sunshine Act (Pub. L. 94-409), permits 





such closed advisory committee 
meetings in certain circumstances. 
Those portions of a meeting designated 
as closed, however, shall be closed for 
the shortest possible time, consistent 
with the intent of the cited statutes. 

The FACA, as amended, provides that 
a portion of a meeting may be closed 
where the matter for discussion involves 
a trade secret; commercial or financial 
information that is privileged or 
confidential; information of a personal 
nature, disclosure of which would be a 
clearly unwarranted invasion of 
personal privacy; investigatory files 
compiled for law enforcement purposes; 
information the premature disclosure of 
which would be likely to significantly 
frustrate implementation of a proposed 
agency action; and information in 
certain other instances not generally 
relevant to FDA mattets. 

Examples of portions of FDA advisory 
committee meetings that ordinarily may 
be closed, where necessary and in 
accordance with FACA criteria, include 
the review, discussion, and evaluation 
of drafts of regulations or guidelines or 
similar preexisting internal agency 
documents, but only if their premature 
disclosure is likely to significantly 
frustrate implementation of proposed 
agency action; review of trade secrets 
and confidential commercial or financial 
information submitted to the agency; 
consideration of matters involving 
investigatory files compiled for law 
enforcement purposes; and review of 
matters, such as personnel records or 
individual patient records, where 
disclosure would constitute a clearly 
unwarranted invasion of personal 
privacy. 

Examples of portions of FDA advisory 
committee meetings that ordinarily shall 
not be closed include the review, 
discussion, and evaluation of general 
preclinical and clinical test protocols 
and procedures for a class of drugs or 
devices; consideration of labeling 
requirements for a class of marketed 
drugs or devices; review of data and - 
information on specific investigational 
or marketed drugs and devices that have 
previously been made public; 
presentation of any other data or 
information that is not exempt from 
public disclosure pursuant to the FACA, 
as amended; and, notably deliberative 
sessions to formulate advice and 
recommendations to the agency or 
matters that do not independently 
justify closing. 

This notice is issued under section 
10(a) (1) and (2) of the Federal Advisory 
Committee Act (Pub. L. 92-463, 86 Stat. 
770-776 (5 U.S.C. App. I)), and FDA's 
regulations (21 CFR Part 14) on advisory 
committees 


Dated: December 20, 1985. 
Frank E. Young, 
Commissioner of Food and Drugs. 
[FR Doc. 85-30480 Filed 12-20-85; 2:24 pm] 
BILLING CODE 4160-01-M 


[Docket No. 85E-0522] 


Determination of Regulatory Review 
Period for Purposes of Patent 
Extensions; Sulcosyn Solution 


AGENCY: Food and Drug Administration. 
ACTION: Notice. 


SUMMARY: The Food and Drug 
Administration (FDA) has determined 
the regulatory review period for 
Sulcosyn solution and is publishing this 
notice of that determination as required 
by law. FDA has made the 
determination because of the 
submission of an application to the 
Commissioner of Patents and 
Trademarks, Department of Commerce, 
for the extension of a patent which 
claims that human drug product. 
ADDRESS: Written comments and 
petitions should be directed to the 
Dockets Management Branch (HFA- 
305), Food and Drug Administration, Rm. 
4-62, 5600 Fishers Lane, Rockville, MD 
20857. 

FOR FURTHER INFORMATION CONTACT: 
Philip L. Chao, Office of Health Affairs 
(HFY-20), Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, MD 20857, 301-443-1382. 
SUPPLEMENTARY INFORMATION: The Drug 
Price Competition and Patent Term 
Restoration Act of 1984 (Pub. L. 98-417) 
generally provides that a patent may be 
extended for a period of up to 5 years so 
long as the patented item (human drug 
product, medical device, food additive, 
or color additive) was subject to 
regulatory review by FDA before the 
item was marketed. Under that act, a 
product's regulatory review period forms 
the basis for determining the amount of 
extension an applicant may receive. 

A regulatory review period consists of 
two periods of time: a testing phase and 
an approval phase. For human drug 
products, the testing phase begins when 
the exemption to permit the clinical 
investigations of the drug becomes 
effective and runs until the approval 
phase begins. The approval phase starts 
with the initial submission of an 
application to market the human drug 
product and continues until FDA grants 
permission to market the drug product. 
Although only a portion of a regulatory 
review period may count toward the 
actual amount of extension that the 
Commissioner of Patents and 
Trademarks may award (for example, 
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half the testing phase must be 
subtracted as well as any time that may 
have occurred before the patent was 
issued), FDA's determination of the 
length of a regulatory review period for 
a human drug product will include all of 
the testing phase and approval phase ar 
specified in 35 U.S.C. 156(g)(1)(B). 

FDA recently approved for marketing 
the human drug product Sulcosyn, a 
solution of sulconazole nitrate which is 
indicated for the treatment of tinea 
cruris and tinea corporis caused by 
Trichophyton mentagrophytes, 
Epidermophyton floccosum, and 
Microsporum canis, and for the 
treatment of tinea versicolor. Based on 
this approval, Syntex (U.S.A.) Inc. now 
seeks patent term restoration. 

FDA has determined that the 
applicable regulatory review period for 
Sulcosyn solution is 1,956 days. Of this 
time, 1,148 days occurred during the 
testing phase of the regulatory review 
period, while 808 days occurred during 
the following dates: 

1. The date an exemption under 
section 505(i) of the Federal Food, Drug. 
and Cosmetic Act became effective: 
April 24, 1980. FDA verified that the 
notice of claimed investigational 
exemption became effective on April 24, 
1980. 

2. The date the application was 
initially submitted with respect to the 
human drug product under section 
505(b) of the Federal Food, Drug, and 
Cosmetic Act: June 15, 1983. The 
applicant claims that the new drug 
application for the drug (NDA 18-738) 
was initially submittd on June 13, 1983. 
However, FDA did not receive the full 
application until June 15, 1983. 

3. The date the application was 
approved: August 30, 1985. FDA verified 
that NDA 18-738 was approved on 
August 30, 1985. 

This determination of the regulatory 
review period establishes the maximum 
potential length of a patent extension. 
However, the-U.S. Patent and 
Trademark Office applies several : 
statutory limitations in its calculations 
of the actual period for patent extension. 
In its application for patent extension, 
this applicant seeks 730 days of patent 
extension. 

Anyone with knowledge that any of 
the dates as published is incorrect may, 
on or before February 21, 1986, submit to 
the Dockets Management Branch 
(address above) written comments and 
ask for a redetermination. Furthermore, 
any interested person may petiton FDA, 
or or before June 23, 1986, for a 
determination regarding whether the 
applicant for extension acted with due 
diligence during the regulatory review 
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period. To meet its burden, the petition 
must contain sufficient facts to merit an 
FDA investigation. (See H. Rept. 857, 
Part 1, 98th Cong., 2d Sess., pp. 41-42, 
1984.) Petitions should be in the format 
specified in 21 CFR 10.30. 

Comments and petitions should be 
submitted to the Dockets Management 
Branch (address above) in three copies 
(except that individuals may submit 
single copies) and identified with the 
document number found in brackets in 
the heading of this document. Comments 
and petitions may be seen in the 
Dockets Management Branch between 9 
a.m. and 4 p.m., Monday through Friday. 

Dated: Decembr 18, 1985. 

Stuart L. Nightingale, 

Associate Commissioner for Health Affairs. 
[FR Doc. 85-30320 Filed 12-23-85; 8:45 am} 
BILLING CODE 4160-01-M 


DEPARTMENT OF THE INTERIOR 
Bureau of Land Management 


Kemmerer Resource Area, Rock 


AGENCY: Bureau of Land Management, 
Interior. 

ACTION: Public notice that the proposed 
resource management plan and final 
environmental impact statement for the 
Kemmerer Resource Area, Rock Springs 
District, Wyoming, is available for 
public review. 


SUMMARY: The Kemmerer Resource 
Management Plan (RMP) and 
Environmental Impact Statement (EIS) 
presents the proposed plan for managing 
the Kemmerer Resource Area in 
southwestern Wyoming. Copies are 
available from the Rock Springs District 
Office at the address listed below. The 
document is also available for review at 
the Kemmerer Resource Area Office in 
Kemmerer, Wyoming. Note that this 
final EIS is an abbreviated document. 
The draft and final EIS’s collectively, 
provide the complete description and 
analyses of all alternatives that were 
considered. 

The protest period on the proposed 
RMP and final EIS will begin on the date 
the Environmental Protection Agency 
publishes the notice of filing in the 
Federal Register and will end 30 days 
later. Any person who participated in 
the planning process and who has an 
interest which is or may be adversely 
affected by adoption of the proposed 
plan may protest its approval. A protest 
may raise only those issues the 


person(s) submitted for the record 
during the planning process. 

Protests must be sent in writing to 
Director (202), Room 906, Premier 
Building, Bureau of Land Management, 
1800 C Street, NW., Washington, DC 
20240, before the end of the 30-day 
protest period. A protest must contain: 

1. The name, mailing address, 
telephone number, and interest of the 
person filing the protest. 

2. A statement of the issue or issues 
being protested. 

3. A statement of the part or parts of 
the plan being protested. 

4. A copy of all documents addresing 
the issue or issues that were submitted 
during the planning process by the 
protesting party, or an indication of the 
date the issue or issues were discussed 
for the record. 

5. A concise explaining why the 
proposed management plan is believed 
to be wrong. 

Following the 30-day protest period, 
the proposed plan, excluding any 
portion under protest, will be approved 
and.a record of decision will be 
prepared. Approval will be withheld on 
any portion of the plan under protest 
until final action on the protest has been 
completed. 


SUPPLEMENTARY INFORMATION: The 
Kemmerer Resource Area includes 
approximately 1,633,000 acres of public 
land and approximately 1,837,000 acres 
of Federal mineral estate administered 
by BLM. 

The EIS analyzes six alternative plans 
that address issues concerning 
geophysical exploration, oi! and gas 
exploration and development, 
reclamation, range management, wildlife 
and riparian habitat, recreation, land 
tenure adjustment, access, and utility 
and communication uses of the BLM 
administered public lands and mineral 
estate in the Kemmerer Resource Area. 

The draft EIS was filed on April 12, 
1985. A 90-day public comment period 
was provided. As a result of public 
comments and an internal review, the 
preferred alternative described in the 
draft EIS has been modified slightly and 
selected as the proposed plan. 

FOR FURTHER INFORMATION CONTACT: 
Mr. Alan Stein, Team Leader, Rock 
Springs District, BLM, U.S. Highway 191 
North, P.O. Box 1869, Rock Springs, 
Wyoming 82902-1869. 

Hillary A. Oden, 

State Director. 

[FR Doc. 85-30482, Filed 12-23-85; 8:45 am] 
BILLING CODE 4310-22-M 
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National Wildlife Federation v. Burford; 


Publication of Court Order 


AGENCY: Bureau of Land Management, 
Interior. 

ACTION: Notice of Publication of Court 
Order. 


summary: On December 19, 1985, the 
United States District Court for the 
District of Columbia issued an Order in 
the case of the National Wildlife 
Federation v. Burford, Civil Action No. 
85-2238, staying the Court’s Order of 
December 4, 1985, published in the 
Federal Register on December 18, 1985 
(50 FR 51609), pending the resolution of 
the defendants’ motion to amend, 
reconsider, and clarify that Order. The 
Order of December 19, 1985, further 
required the defendants to publish 
notice of this stay in the Federal 
Register forthwith. In compliance 
therewith, the Order of December 19, 
1985, is hereby published: 


In the United States District Court for the 
District of Columbia : 

, National Wildlife Federation, Plaintiff. v. 
Robert F. Burford, et al.,. Defendants.; Civil 
Action No. 85-2238. . 


Order 


Upon consideration of defendants’ 
motion for a stay of this Court's Order of 
December 4, 1985, it is by the Court this 
19th day of December, 198[5]. 

Ordered, That defendants’ motion is 
granted and this Court's Order of 
December 4, 1985, is stayed pending the 
resolution of defendants’ motion to 
amend, reconsider and clarify that 
order. Notice of this stay shall be 
published by defendants forthwith in the 
Federal Register. 

J.H. Pratt, 

United States District Judge. 

Robert F. Burford, 

Director. : 

[FR Doc. 85-30497 Filed 12-23-85; 8:45 am] 
BILLING CODE 4310-84-M . 


Fish and Wildlife Service 


Notice of Receipt of Application for 
Permit 


The following applicants have applied 
for permits to conduct certain activities 
with endangered species. This notice is 
provided pursuant to section 10({c) of the 
Endangered Species Act of 1973, as 
amended (16 U.S.C. 1531, et seq.}: 
PRT-702036 


Applicant: John Sutterlin, Auburn, WA 
The applicant requests a permit to 

import 3.4 white-eared pheasants 

(Crossoptilon crossoptilon) from Harry }. 





Hardy, South View Avaries, Burnaby, 
British Columbia, for the purpose of 
enhancement of propagation. 
PRT-702031 


Applicant: San Diego Zoological Society, 

San Diego, CA 

The applicant requests a permit to 
offer for sale in foreign commerce six 
Przewalski's horses (Equus przewalskii) 
to the Chinese Forestry Department, 
People’s Republic of China, for the 
purpose of enhancement of propagation. 


PRT-684687 


Applicant: Dr. Jerome A. Jackson, 

Mississippi State, MS 

The applicant requests an amendment 
to his endangered species permit, PRT- 
684687, to allow for the capture, 
banding, and color banding of red- 
cockaded woodpeckers (Picoides 
borealis) in Fork Polk and the 
D’Arbonne National Wildlife Refuge in 
Louisiana for the purpose of scientific 
research. 


PRT-701572 ; 
Applicant: Peregrine Fund, Inc., Ithaca, 
NY 


The applicant requests a permit to 
import up to 6 Mauritius Kestrels (Falco 
punctatus) from. the Government of 
Mauritius aviaries, Black River, 
Mauritius to establish a separate 
breeding colony for enhancement of 
population and protection of the species. 


PRT-700592 


Applicant: Hugh Kauer, Warren, MI 
The applicant requests a permit to 
import the personal sport-hunted trophy 
of a bontebok (Damaliscus dorcas 
dorcas), culled from the captive herd of 
Mr. J. D’Alton of Bredasdorp, South 
Africa, for the purpose of enhancement 
of propagation. 
PRT-701830 


Applicant: George E. Norris, Bodfish, CA 
The applicant requests-a permit to 
import two white-earned pheasants 
(Crossoptilon crossopitilon) from Harry 
Hardy, Burnaby, British Columbia, 
Canada, for the purpose of enhancement 
of propagation. 
PRT-698692 


Applicant: Harvard Museum of 
Comparative Zoology, Cambridge, 
MA 
The applicant requests a permit-to 

export and reimport nonliving museum 

specimens of endangered or threatened 
species, accessioned into university 
collection, for research purposes. 


PRT-702299 


Applicant: University of North Alabama, 
Florence, AL 
The applicant requests a permit to 
survey while wading or diving or sample 


by hand dredging, birdwing pearly 
mussel (Conradilla caelata) and 
Cumberland monkeyface mussel 
{Quadrula intermedia) in the Duck 
River, Tennessee; and to use a number 
of birdwing pearly mussel to parasitize 
host fish and/or transplant to Cypress 
Creek, Alabama, and Elk Creek, 
Tennessee for propagation of the 
species. 

PRT-701648 


Applicant: International Animal 
Exchange, Ferndale, MI 
The applicant requests a permit to 
purchase in interstate commerce a pair 
of ocelots (Felis pardalis) and export 
said animals to Dianne Best, Anola, 
Manitoba, Canada, for enhancement of 
propagation. 
PRT-702154 


Applicant: Caldwell Schools, Inc., Tyler, 
TX 
The applicant requests a permit to 
purchase in interstate commerce from 
the Los Angeles Zoo an ocelot (Felis 
pardalis) for enhancement of 
propagation. 
PRT-702151 


Applicant: U.S. Bureau of Land 
Management and the California 
Energy Commission, Sacramento, CA 
The applicant requests a permit to 

take (capture, band, attach radio 

transmitters) bald eagles (Haliaeetus 
leucocephalus) in California for the 
purpose of scientific research. 


PRT-702349 


Applicant: Los Angeles Zoo, Los 
Angeles, CA 
The applicant requests a permit to 
import up to 20 golden-headed tamarins 
(Leontopithecus chrysomelas) from 
Brazilian Institute of Forestry 
Development (IBDF), Brazil, for the 
purpose of enhancement of propagation. 
Documents and other information 
submitted with these applications are 
available to the public during normal 
business hours (7:45 am to 4:15 pm) 
Room 611, 1000 North Glebe Road, 
Arlington, Virginia 22201, or by writing 
to the Director, U.S. Fish and Wildlife 
Service of the above.address. 
Interested persons may comment on 
any of these applications within 30 days 
of the date of this publication by 
submitting written views, arguments, or 
data to the Director at the above 
address. Please refer to the appropriate 
PRT number when submitting 
comments. 
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Dated: December 19, 1985. 
Larry LaRochelle, 
Acting Chief, Branch of Permits, Federal 
Wildlife Permit Office. 


[FR Doc. 85-30381 Filed 12-23-85; 8:45 am] 


BILLING CODE 4310-55-M 


National Park Service 


National Register of Historic Places; 
Notification of Pending Nominations 


Nominations for the following _ 
properties being considered for listing in 
the National Register were received by 
the National Park Service before 
December 18, 1985. Pursuant to § 60.13 
of 36 CFR Part 60 written comments 
concerning the significance of these 
properties under the National Register 
criteria for evaluation may be forwarded 
to the National Register, National Park 
Service, U.S. Department of the Interior, 
Washington, DC 20243. Written 
comments should be submitted by 
January 8, 1986. 

Carol D. Shull, 
Chief of Registration, National Register. 


The 15-day commenting period for the 
following property is to be waived in 
order to assist the buildings 
preservation. 


FLORIDA 


Palm Beach County 


Palm Beach Daily News Building, 204 
Brazilian Ave. 


[FR Doc. 85-30356 Filed 12-23-85; 8:45 am] 
BILLING CODE 4310-70-M 


National Register of Historic Places; 
Notification of Pending Nominations 


Nominations for the following 
properties being considered for listing in 
the National Register were received by 
the National Park Service before 
December 14, 1985. Pursuant to § 60.13 
of 36 CFR Part 60 written comments 
concerning the significance of these 
properties under the National Register 
criteria for evaluation may be forwarded 
to the National Register, National Park 
Service, U.S. Department of the Interior, 
Washington, DC 20243. Written 
comments should be submitted by 
January 8, 1986. 

Carol D. Shull, 
Chief of Registration, National Register. 


ALABAMA 


Jefferson County 


Birmingham, Morris Avenue—First Avenue 
North Historic District, 2000—2400 blks. 
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Morris Ave., and 2100—2500 blks. First 
Avenue N. 


CALIFORNIA 


Los Angeles County 
500 Varas Square—Government Reserve 


COLORADO 


Arapahoe County 

Aurora, Gully Homestead, 200 S. Chambers - 
Rd. F 

Denver County 

Denver, Niblock—Yacovetta Terrace, 1301— 
1319 W. 35th Ave. 

Denver, Potter Highlands Historic District, 
Roughly bounded by W. 38th, Zuni, & W. 
32nd Sts. and Federal Blvd. 

Saguache County 

Crestone, Crestone School, Cottonwood St. 
and Carbonate Ave. 

CONNECTICUT 


Fairfield County 

Norwalk, United States Post Office—South 
Norwalk, 16 Washington St. 

Hampden County 

Holyoke, United States Post Office—Holyoke 
Main, 650 Dwight St. 

Hartford County 

Manchester, United States Post Office— 
Manchester Main, 479 Main—Center St. 

New Haven County 

Meriden, United States Post Office—Meriden 
Main, 89 N. Colony St. 

Naugatuck, United States Post Office— 
Naugatuck Main, Church and Cedar Sts. 

New London County. 

New London, United States Post Office— 
New London Main, 27 Masonic St. 

LOUISIANA 


East Baton Rouge Parish 


Baton Rouge, Louisiana National Bank 
Building, 236 Riverside Mall 


MARYLAND 

Baltimore (Independent City) 

Lyric Theatre, 124 W. Mount Royal Ave. 
MASSACHUSETTS 


Norfolk County 


Brookline, Dutch House (The) (Brookline 
MRA), 20 Netherlands Rd. 

Brookline, Spooner, William, House 
(Brookline MRA), 191 Clyde St. 


NEW YORK 


St. Lawrence County 


Ogdensburg, Fine, Judge John, House, 422 
State St. 


OHIO 


Cuyahoga County 
Beachwood, Hanger (The), 24400 Cedar Rd. 


PENNSYLVANIA 


Bucks County 


Langhorne, Langhorne Library, 160 W. Maple 
Ave. 


Montgomery County 


Royersford, Continental Stove Works, First 
St. above Main 


SOUTH CAROLINA 


Lee County 

Bishopville, Bishopville Commercial Historic 
District (Bishopville MRA), N. Main St. 
between W. Church and Cedar Lane and 

. along Cedar Lane 

Bishopville, Carnes, James, House 
(Bishopville MRA), 200 S. Main St. 

Bishopville, Fraser, Thomas, House 
(Bishopville MRA), US 15 

Bishopville, Manor (The) (Bishopville MRA), 
529 N. Main St. 

Bishopville, Rogers, William, House 
(Bishopville MRA), 531 W. Church St. 

Bishopville, South Main Historic District 
(Bishopville MRA), S. Main between E. 
Harris and W. Ridge Sts. 

Bishopville, Spencer House (Bishopville 
MRA), 817 N. Main St. 

Bishopville, Tal] Oaks (Bishopville MRA), 
OH 341 


[FR Doc. 85-30352 Filed 12-23-85; 8:45 am] 
BILLING CODE 4310-70-M 


INTERSTATE COMMERCE 
COMMISSION 


[Docket No. AB-6 (Sub-No. 273)] 


Burlington Northern Railroad Co.— 
Abandonment—in Johnson and 
Nemaha Countries, NE; 


The Commission has issued a 
certificate authorizing Burlington 
Northern Railroad Company to abandon 
its 13.07-mile rail line, between milepost 


60.77 near Tecumseh and milepost 47.70 


near Johnson in Johnson and Nemaha 
Counties, NE. The abandonment 
certificate will become effective 30 days 
after this publication unless the 
Commission also finds that: (1) A 
financially responsible person has 
offered financial assistance (through 
subsidy or purchase) to enable the rail 
service to be continued; and (2) it is 
likely that the assistance would fully 
compensate the railroad. 

Any financial assistance offer must be 
filed with the Commission and the 
applicant no later than 10 days from 
publication of this Notice. The following 
notation shall be typed in bold face on 
the lower left-hand corned of the 
envelope containing the offer: “Rail 
Section, AB—OFA”. Any offer previously 
made must be remade within this 10-day 
period. 

Information and procedures regarding 
financial assistance for continued rail 


BEST COPY AVAILABLE 
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service are contained in 49 U.S.C. 10905 
and 49 CFR Part 1152. 


~ James H. Bayne, 


Secretary. 
{FR Doc. 85-30334 Filed 12-23-85; 8:45 am] 
BILLING CODE 7035-01-M 


[Docket No. AB-43 (Sub-No. 140X)] 


ilinois Central Gulf Railroad Co.— 
Abandonment Exemption—in 
Rockford, IL; Exemption 


Applicant, Illinois Central Gulf 
Railroad Company (ICG), has filed a 
notice of exemption under 49 CFR Part 
1152 Subpart F—Exempt Abandonments 
to abandon a segment of railroad from 
6th Street to Kishwaukee Street, a 
distance of approximately 0.3 miles, in 
Rockford, IL. 

Applicant has certified (1) that no 
local traffic has moved over the line for 
at least 2 years and that overhead traffic 
is not moved over the line, and (2) that 
no formal complaint filed by a user of 
rail service on the line (or by a State or 
local governmental entity acting on 
behalf of such user) regarding cessation 
of service over the line either is pending 
with the Commission or any U.S. District 
Court, or has been decided in favor of 
the complainant within the 2-year 
period. The appropriate State agency 
has been notified in writing at least 10 
days prior to the filing of this notice. 

As a condition to use of this 
exemption, any employee affected by 
the abandonment shall be protected 
pursuant to Oregon Short Line R. Co.- 
Abandonment-Goshen, 360 1.C.C. 91 
(1979). 

The exemption will be effective 
January 23, 1986 (unless stayed pending 
reconsideration). Petitions to stay must 
be filed by January 3, 1986, and petitions 
for reconsideration, including 
environmental, energy, and public use 
concerns, must be filed by January 13, 
1986, with: Office of the Secretary, Case 
Control Branch, Interstate Commerce 
Commission, Washington, DC 20423. 

A copy of any petition filed with the 
Commission must be sent to applicant's 
representative: Richard M. Kamowski, 
233 North Michigan Avenue, Chicago, IL 
60601. 

If the notice of exemption contains 
false or misleading information, use of 
the exemption is void ab initio. 

A notice to the parties will be issued if 
use of the exemption is conditioned 
upon environmental or public use 
conditions. 


Decided: December 12, 1985. 





By the Commission, Heber P. Hardy, 
Director, Office of Proceedings. 


[FR Doc. 85~30333 Filed 12-23-85; 8:45 am] 
BILLING CODE 7035-01-M 


{Docket No. AB-1 (Sub-No. 186)] 


Chicago and North Western 
Transportation Co.; Abandonment and 
Discontinuance of Service in 
Leavenworth and Wyandotte Counties, 
KS, and Platte and Buchanan Counties, 
MO; Findings 


The Commission has issued a 
certificate authorizing Chicago and 
North Western Transportation Company 
to (1) abandon its 30.7-mile line of 
railroad between Leavenworth, KS 
(milepost 25.0) and BC Junction, MO 
(milepost 52.9), and between milepost 
61.7 and milepost 64.0 at St. Joseph, MO; 
(2) discontinue service over a 23.0-mile 
line of trackage of the Missouri Pacific 
Railroad Company between Kansas City 
(milepost 287.5) and Leavenworth, KS 
(milepost 309.2) and an additional 7,140 
feet of track lacking milepost 
designation at Kansas City, KS; (3) 
discontinue service over 7.5-mile line of 
trackage of the Atchison, Topeka and 
Santa Fe Railway Company between BC 
Junction (milepost 65.3) and Terminal 
Yard (St. Joseph), MO {milepost 72.8); (4) 
discontinue service over 0.5-mile line of 
trackage of the St. Joseph Terminal. 
Railroad Company between Station 
42+45 and Station 66+ 27 at St. Joseph, 
MO; and (5) discontinue service over 
0.8-mile line of trackage of the 
Burlington Northern Railroad Company, 
between milepost 61.7 and milepost 62.5 
at St. Joseph, MO, in Leavenworth and 
Wyandotte Counties, KS, and Platte and 
Buchanan Counties, MO. 

The abandonment and discontinuance 
of service certificate will become 
effective 30 days after this publication 
unless the Commission also finds that: 
(1) A financially responsible person has 
offered financial assistance (through 
subsidy or purchase) to enable the rail 
service to be continued; and (2) it is 
likely that the assistance would fully 
compensate the railroad. 

Any financial assistance offer must be 
filed with the Commission and the 
applicant no later than 10 days from 
publication of this Notice. The following 
notation shall be typed in bold face on 
the lower left-hand corner of the 
envelope containing the offer: “Rail 
Section, AB~OFA”. Any offer previously 
made must be remade within this 10-day 
period. 
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Information and procedures regarding 
financial assistance for continued rail 
service are contained in 49 U.S.C. 10905 
and 49 CFR Part 1152. 

James H. Bayne, 

Secretary. 

[FR Doc. 85-30371, Filed 12-23-85; 8:45 am] 
BILLING CODE 7035-01-M 


DEPARTMENT OF JUSTICE 
Antitrust Division 


Notice Pursuant to the National 
Cooperative Research Act of 1984; 
Portland Cement Association 


Notice is hereby given that pursuant 
to section 6{a) of the National 
Cooperative Research Act of 1984. Pub. 
L. 98-462 (“the Act”), the Portland 
Cement Association (“PCA”) has filed a 
written notification simultaneously with 
the Attorney General and the Federal 
Trade Commission disclosing a change 
in its membership. Specifically, 
Hawaiian Cement is now a member of 
the PCA. At present the members of the 
PCA are: 

Aetna Cement Corp. 

Alaska Basic Industries 

Ash Grove Cement Co. 

Ash Grove Cement West, Inc. 

Blue Circle Atlantic 

Blue Circle Inc. 

CalMat Co. 

Capitol Aggregates, Inc. 

Dragon Products Co. 

General Portland Inc. 

Genstar Cement Co. 

Gifford-Hill & Co., Inc. 

Hawaiian Cement 

Ideal Basic Industries, Cement Division 
Independent Cement Corp. 

Lehigh Portland Cement Co. 

Lone Star Industries, Inc. 

The Monarch Cement Co. 

Moore McCormack Cement, Inc. 
Northwestern States Portland Cement Co. 
Rinker Portland Cement Corp. 
Rochester Portland Cement Corp. 
St. Marys Peerless Cement Co. 

St Marys Wisconsin Cement Inc. 
The South Dakota Cement Plant 
Southwestern Portland Cement Co. 
Canada Cement Lafarge Ltd. 
Ciment Quebec, Inc. 

Federal White Cement Ltd. 
Genstar Cement Limited 

Lake Ontario Cement Limited 
Miron Inc. 

North Star Cement Limited St. Lawrence 

Cement Inc. 

St. Marys Cement Limited 


In addition, the following equipment 
suppliers are involved as “Participating 
Associates,” together with PCA 
members, in the activities of the 
Manufacturing Process Subcommittee of 
PCA’s General Technical Committee: 


Holderbank Consulting, Ltd. 
Humboldt Wedag Co. 
Centennial Engineering, Inc. 
Allis-Chalmers Corp. 

F.L. Smidth and Co. 
Claudius Peters, Inc. 
Polysius Corp. 

The Fuller Co. 

The notification was filed for the 
purpose of invoking the Act's provisions 
limiting the recovery of antitrust 
plaintiffs to actual damages under 
specified circumstances. The original 
notification, identifying the original 
parties to the venture and describing in 
general terms the area of planned 
activities of the venture, is published at 
50 FR 5015 (1985). 

Joseph H. Widmar, 

Director Operations, Antitrust Division. 
{FR Doc. 85-30345 Filed 12-23-85; 8:45 am] 
BILLING CODE 4410-01-M 


Notice Pursuant to the National 
Cooperative Research Act of 1984; 
Semiconductor Research Corp. 


Notice is hereby given that pursuant 
to section 6(a) of the National 
Cooperative Research Act of 1984, Pub. 
L. No. 98-462 (“the Act”), Semiconductor 
Research Corporation (“SRC’) has filed 
a written notification simultaneously 
with the Attorney General and the 
Federal Trade Commission disclosing 
certain changes in the membership of 
SRC. The changes consist of the 
addition of the following companies to 
the Semiconductor Equipment and 
Materials Institute, Inc. (“SEMI”) 
Chapter of the SRC: 


Amedyne 

Eagle-Picher Ind. Inc. 

E/G Electrograph Inc. 

Gryphon Products 

Hercules Specialty Chemicals Company 
Leighton Electronics Inc. 

Machine Intelligence ee 
Oneac Corporation 

Peak Systems, Inc. 

The SEMI Group, Inc. 

XMR, Inc. 

SRC filed its notification of these 
membership changes for the purpose of 
extending the Act's provision limiting 
the recovery of antitrust plaintiffs to 
actual damages under specified 
circumstances. Pursuant to Section 6(b) 
of the Act, the identities of the parties to 
SRC and SRC’s general areas of planned 
activity are given below. 

SRC is a joint venture which, with the 
addition of the previously identified 
companies to the SEMI Chapter, 
consists of the following members: 
Advanced MicroDevices, Incorporated 
AT&T Technologies, Incorporated 
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Burroughs Corporation 

Control Data Corporation 

Digital Equipment Corporation 

E.I. du Pont de Nemours & Company 

Eastman Kodak Company 

Eaton Corporation 

GCA Corporation 

General Electric Corporation 

General Motors Corporation 

Goodyear Aerospace Corporation 

GTE Laboratories, Incorporated 

Harris Corporation 

Hewlett-Packard Company 

Honeywell, Incorporated 

IBM Corperation 

- Intel Corporation 

LSI Logic Corporation 

Monolithic Memories, Incorporated 

Monsanto Company 

Motorola, Incorporated 

National Semiconductor Corporation 

Perkin-Elmer Corporation 

RCA Corporation 

SEMI Chapter, consisting of FEP 
ANALYTIC (division of Verity 
Instruments, Inc.) 

Amedyne 

Eagle-Picher Ind. Inc. 

Flexible Manufacturing Systems, Inc. 

Gryphon Products 

Hercules Specialty Chemicals Company 

Ion Beam Technologies, Inc. 

Isitec Corporation 

Micro Mask, Incorporated 

Pacific Western Systems, Incorporated 

Probe-Rite, Incorporated 

Pure Aire Corporation 

Mac Dermid, Inc. 

Machine Technology, Inc. 

Micrion Corporation 

Micronix Corporation 

Oneac Corporation 

Peak Systems, Inc. 

Semi-Gas Systems, Incorporated 

Silsco, Inc. 

The SEMI Group 

Universal Energy Systems, Inc. 

VLSI Standards, Inc. 

XMR, Inc. 

Silicon Systems, Incorporated 

Sperry Corporation 

Texas Instruments, Incorporated 

‘ Union Carbide Corporation 

Varian Associates, Incorporated 

Westinghouse Electric Corporation 

Xerox Corporation 

Zilog, Incorporated , 

SRC’s purpose is to plan, promote, 
coordinate, sponsor, and conduct ~ 
research supportive of the 
semiconductor industry and directed 
toward: 

1. Increasing knowledge of 
semiconductory materials and 
phenomena, and of related scientific and 
engineering subjects that are required 
for the useful application of 
semiconductors; 


2. Developing new and more efficient 
designs and manufacturing technologies 
for semiconductor devices; 

3. Identifying directions, limits, 
opportunities, and problems in generic 
semiconductor technologies; 

4. Increasing the number of scientists 
and engineers proficient in research, 
development, and manufacture of 
semiconductor devices; 

5. Increasing industry-university ties, 
establishing university semiconductor 
research centers with major long-term 
research centers with major long-term 
research thrusts, and developing 
university semiconductor research 
activities with more precisely defined, 
short-terms objectives; 

6. Developing more relevant graduate 
school education and a larger supply of 
graduate students in areas related to 
semiconductor technology; 

7. Increasing the ability of universities 
to attract and retain competent faculty 
in the semiconductor field; 

8, Decreasing fragmentation and 
redundancy in United States 
semiconductor research; 

9. Establishing advanced research 
efforts for critical semiconductor 
technology areas that are beyond the 
individual resources of many SRC 
members; 

10. Promoting efficient communication 
of research results to SRC members and 
to the United States semiconductor 
community as a whole. 

Joseph H. Widmar, 

Director of Operations, Antitrust Division. 
[FR Doc. 84-30346 Filed 12-23-85; 8:45 am] 
BILLING CODE 4410-01-M 


National Institute of Justice 


Adult Property Offenders Study; 
Comment Availability 


“The Feasibility of an Ethnographic 
Study of Adult Property Offenders,” by 
Barry Glassner is currently available for 
comment. This report is a part of the 
material that the National Institute of 
Justice staff will be considering in 
deciding whether or not to recommend 
initiating a program of grant support for 
such research. Issues typifying current 
research and policy interest might 
include the following: 

1. Individual perceptions of the risks 
involved in the commission of property 
crimes and measures adopted to 
minimize these risks. 

2. Offenders’ perceptions of the 
criminal justice sanction threat and the 
prior experience with crime and the 
criminal justice system that led to this 
assessment. 

3. Variation in individual crime 
commission frequencies with factors 
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such as age, employment and drug 
dependence and, in particular, with 
accumulated experience with crime and 
criminal justice system processes. 

4. Patterns to behavior in commission 
of property crimes including such things 
as choice of victims, networks of co- 
participants and confederates and 
outlets for disposal of stolen goods. 

A program of research that studies 
active, non-incarcerated property 
offenders (if such research is feasible) 
could be a valuable complement to 
those studies that allow an analysis of 
information from and about a much 
larger number of subjects. We are now 
seeking comments on the general 
program idea. The Glassner paper 
should be viewed as a point of 
departure for your comments. Copies of 
the paper are available from: The 
Offender Perceptions Program Manager, 
Center for Crime Control Research, 
National Institute of Justice, 633 Indiana 
Ave., NW. Room 900, Washington, DC 
20531. 

Comments should be sent before 
February 15, 1986 to the above address. 

Date: December 16, 1985. 

James K. Stewart, 

Director. 

[FR Doc. 84-30317 Filed 12-23-85; 8:45 am] 
BILLING CODE 4410-18-M 


DEPARTMENT OF LABOR 


The Steering Subcommittee of the 
Labor Advisory Committee for Trade 
Negotiations and Trade Policy; 
Meeting 


Pursuant to the provisions of the 
Federal Advisory Committee Act (Pub. 
L. 92-463 as amended), notice is hereby 
given of a meeting of the Steering 
Subcommittee of the Labor Advisory 
Committee for Trade Negotiations and 
Trade Policy. 

Date, time and place: January 14, 1986; 
9:30 a.m., Rm. $4215, A&B Frances 
Perkins, Department of Labor Building, 
200 Constitution Avenue, NW., 
Washington, DC. 

Purpose: To discuss trade negotiations 
and trade policy of the United States. 

This meeting will be closed under the 
authority of section 10(d) of the Federal 
Advisory Committee Act. The 
Committee will hear and discuss 
sensitive and confidential matters 
concerning U.S. trade negotiations and 
trade policy. 

For further information, contact: 
Fernand Lavallee, Executive Secretary, 
Labor Advisory Committee, Phone: (202) 
523-6565. 





Signed at Washington, DC this 18th day of 
December 1985. 
Robert W. Searby, 
Deputy Under Secretary, International 
Affairs. ; 
[FR Doc. 85-30376 Filed 12-23-85; 8:45 am] 
BILLING CODE 4510-28-M 


Mine Safety and Health Administration 
[Docket No. M-82-20-M] 


Union Oil Company of California, 
2717 County Road 215, P.O. Box 76, 
Parachute, Colorado 81635 has filed an 
amendment to a petition for 
modification. On May 4, 1982, Unien Oil 
Company of California submitted a 
petition to modify the application of 30 
CFR 57.15-31{a) (self-rescue devices) to 
its Parachute Creek Mine (LD. No. 05- 
03143) located in Garfield County, 
Colorado. On June 4, 1982, MSHA 
published notice of the petition in the 
Federal Register (47 FR 24485), allowing 
interested parties 30 days to submit 
comments. On October 14, 1982, MSHA 
granted the petition for specified areas 
of the mine. On November 1, 1985, the 
petitioner submitted a request to amend 
the original petition for modification to 
extend the proposed alternative method 
of compliance. 

A summary of the petitioner's 
statement follows: 

1. The petition concerns the 
requirement that self-rescue devices’ 
meeting the requirements of 30 CFR 
57.15-30 be worn or carried by all 
persons underground. 

2. On October 14, 1982, MSHA granted 
the petition allowing miners to enter into 
an underground office building and 
change room complex without carrying a 
self-rescuer. The petitioner wants to 
extend the provisions to include a 
modular training building adjacent to 
the underground office and change room 
complex. 

3. Petitioner states that the training 
building is situated in the same drift that 
the office and change room complex is 
located in and is within 34 feet of a door 
providing ingress and egress into the 
office and change room complex. The 
building is equipped with telephones 
and the audible emergency alarms can 
be clearly heard when in this building. 

4. Petitioner states that the proposed 
alternate method will provide the same 
degree of safety for the miners affected 
as that afforded by the standard. 


Request for Comments 


Persons interested in this amendment 

to the petition for modification may 
ish written comments. These 

comments must be filed with the Office 
of Standards, Regulations and 
Variances, Mine Safety and Health 
Administration, Room 627, 4015 Wilson 
Boulevard, Arlington, Virginia 22203. All 
comments must be postmarked or 
received in that office on or before 
January 23, 1986. Copies of the 


amendment and the original petition for - 


modification are available for inspection 
at that address 

Dated: December 4, 1985. 
Patricia W. Silvey, 
Director, Office of Standards, Regulations 
and Variances. 
[FR Doc. 85-30377 Filed 12-23-85; 8:45 am] 
BILLING CODE 4510-43-M 


- Occupational Safety and Health 
Administration 


Federal Advisory Council on 
Occupational Safety and Health; 
Meeting 


Notice is hereby given that the 
Federal Advisory Council on 
Occupational Safety and Health, 
established under Section 1-5 of 
Executive Order 12196 of February 26, 
1980, published in the Federal Register, 
February 27, 1980 (45 FR 12769), will 
meet on January 8, 1986, starting at 10:00 
a.m. in Room N3437 ABCD, of the 
Frances Perkins Department of Labor 
Building, 200 Constitution Avenue, NW., 
Washington, DC. The meeting will be 
open to the public. 

The agenda provides for: 

I. Call to Order (Announcements) 

Il. Introduction of Reappointees 

Ill. Election of Vice Chairman 

IV. Approval of Minutes of October 10, 

1984 Meeting 
V. Applicability of Hazard 

Communication Standard in the 

Federal Sector 
VI. Reports 
A. President's 3% Goal 
B. Safety Belt Executive Order 
C. Highlights of 40th Annual Federal 

Safety and Health Conference 
D. Status of use of OWCP Statistics 
E. Targeted Inspection Program for 1986 
F. Reprisals 
VII. New Business 
Dates of 1986 FACOSH Meetings: 
January 8, April 9, July 9, October 8 
VIII. Adjournment 

The Council welcomes written data, 
views or comments concerning safety 
and health programs for Federal 
employees, including comments on the 
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agenda items. All such submissions 
received by close of business January 3, 
1986, will be provided to the members of 
the Council and included in the record 
of the meeting. 

The Council will consider oral 
presentations relating to agenda items. 
Persons wishing to orally address the 
Council at the meeting should submit a 
written request to be heard by close of 
business January 3, 1986. The request 
must include the name and address of 
the person wishing to appear, the 
capacity in which appearance will be 
made, a short summary of the intended 
presentation and an estimate of the 
amount of time needed. 

All communications regarding this 
Advisory Council should be addressed 
to John E. Plummer, Director, Office’ of 
Federal Agency Programs, Department 
of Labor, OSHA, Frances Perkins 
Building, 200 Constitution Avenue, NW., 
Room N3613, Washington, DC 20210, 
telephone (202) 523-9329. 

Signed at Washington, DC, this 19th day of 
December 1985. 

Patrick R. Tyson, 

Acting Assistant Secretary. 

[FR Doc. 85-30375 Filed 12-23-85; 8:45 am} 
BILLING CODE 4510-26-M 


NATIONAL COMMISSION FOR 
EMPLOYMENT POLICY 


Notice of Hearing 


Summary: Under the provisions of the 
Federal Advisory Committee Act (Pub. 
L. 92-463, as amended), notice is hereby 
given of a public hearing of the National 
Commission for Employment Policy in 
the auditorium of the Murry Bergtraum 
High School for Business Careers, 411 
Pearl Street, New York, New York. 

Date: Thursday, January 9, 1986, 9:00 
a.m. to 12:00 p.m. 

Status: This hearing is open to the 
public. 

Matters to be discussed: Commission 
members will hear testimony from 
various local government, business, 
education and community witnesses 
regarding basic skills remediation and 
dropout prevention for New York City 
youth. Witnesses will testify on the 
importance of basic academic skills to 
yourg people’s success in the job 
market. 

For further information, contact: Ms. 
Nancy ReMine Trego, National 
Commission for Employment Policy, 
1522 K Street, NW., Suite 300, 
Washington, DC 20005, (202) 724-1545. 

Supplementary Information: The 
National Commission for Employment 
Policy is authorized by the Job Training 
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Partnership Act (Pub. L..97-300). The 
Act gives the Commission the broad 
responsibility of advising the President 
and the Congress. Handicapped 
individuals wishing to attend should 
contact the Commission so that 
appropriate accommodations can be 
made. No public testimony will be 
authorized except by those asked to do 
so prior to the hearing date. However, 
written testimony for the record will be 
accepted at the Commission office 
through January 17, 1986. 

Copies of the testimony and materials 
prepared for the hearing will be 
available for public inspection at the 
Commission's officies, 1522 K St. NW.. 
Suite 300, Washington, DC 20005. 


Signed this 12 day of December, 1985, 
Carol J. Romero, 
Acting Director. 
[FR Doc. 85-30374 Filed 12-23-85; 8:45 amj 
BILLING CODE 4510-30-M 


NATIONAL FOUNDATION ON THE 
ARTS AND HUMANITIES 


Agency information Coliection 
Activities Under OMB Review 


AGENCY: National Endowment for the 
Humanities, NFAH. 
ACTION: Notice. 


SUMMARY: The National Endowment for 
the Humanities (NEH) has sent to the 
Office of Management and Budget 
(OMB) the following proposals for the 
collection of information under the 
provisions of the Paperwork Reduction 
Act (44 U.S.C. Chapter 35). : 
DATE: Comments on this information 
collection must be submitted on or 
before January 23, 1986. 

appress: Send comments to Ms. Ingrid 
Foreman, Management Assistant, 
National Endowment for the 
Humanities, Administrative Services 
Office, Room 202, 1110 Pennsylvania 
Avenue NW., Washington, DC 20506 
{202-786-0233) or Mr. Joseph Lackey, 
Office of Management and Budget, New 
Executive Office Building, 726 Jackson 
Place NW, Room 3208, Washington, DC 
20503 (202-395-7316). 

FOR FURTHER INFORMATION CONTACT: 
Ms. Ingrid Foreman, National 
Endowment for the Humanities, 
Administrative Services Office, Room 
202, 1100 Pennsylvania Avenue NW, 
Washington, DC 20506 (202-786-0233) 
from whom copies of forms and 
supporting documents are available. 
SUPPLEMENTARY INFORMATION: Al! of the 
entries are grouped into new forms, 
revisions, or extensions. Each entry is 
issued by NEH and contains the 


following information: (1) The title of the 

form; (2) the agency from number, if 

applicable; (3) how often the form must 

be filled out; (4) who will bé required or 

asked to report; (5) what form will be 

used for; (6) an estimate of the number 

of responses; (7) an estimate of the total 

number of hours needed to fill out the 

form. None of these entries are subject 

to 44 U.S.C. 3504{h). 

Category: Extension 

Title: General Programs: General 
Program Performance Requirements 

Frequency of Collection: It varies. It 
could be quarterly, semi-annually or 
annually 

Respondents: Grantees 

Use: Monitoring and evaluating the 
accomplishment of a grant 

Estimated Number of Respondents: 53 

Estimated Hours for Respondents to 
Provide Information: 212 


Category: Extension 

Title: Reviewer Evaluation 

Frequency of Collection: When the 
application warrants it. On eccasion 
for example, the panel recommends 
further review; some applications are 
reviewed if the budget is very large, 
and some if panel cannot reach an 
agreement on a proposal or feel that 
outside expert advice should be 
sought 

Respondents: Experts in specific field of 
project - 

Use: To provide more specific 
information about the quality or 
rationale of a project in addition to 
the regular panelist review. 

Estimated Number of Respondents: 400 
per year , 

Estimated Hours for Respondents to 
Provide Information: 800 


Category: Extension 

Title: General Programs Museums and 
Historical Organizations Guidelines 
and Application Instructors 

Frequency of Collection: Twice a year at 
each deadline 

Respondents: Museums and historical 
organizations 

Use: Collection of information provides 
a basis for evaluation of applications 
in the competitive review process of 
grant making 

Estimated Number of Respondents: 440 

Estimated Hours for Respondents to 
Provide Information: 35,200 


Category: Extension 

Title: General Programs: Humanities . 
Projects in Libraries/Guidelines and 
Application Instructions 

Frequency of Collection: #wice a-year at 
each deadline 

Respondents: Colleges and universities, 
libraries, private, non-profit 
organizations, civic and professional 


52571 


groups, or branches of:state or local 
government 
Use: Collection of information provides 
a basis for evaluation of applications 
in the competitive review process 
Estimated Number of Respondents: 35 
Estimated Hours for Respondents to 
Provide Information: 2,800 


Category: Extension 

Title: General Programs: Humanities 
Projects in Youth/Guidelines and 
Application Instructions 

Frequency of Collection: Twice a year 
each deadline 

Respondents: Colleges and universities, 
libraries, private, non-profit 
organizations, civic and professional 
groups, or branches of state or local 
government 

Use: Collection of information provides 
a basis for evaluation of applications 
in the competitive review process 

Estimated Number of Respondents: 11 

Estimated Hours fe. Respondents to 
Provide information: 880 


Category: Extension 

Title: Panelist Evaluation Form 

Frequency of Collection: Experts in the 
field review applications after each 
application deadline. There are 
usually two deadlines per program per 
year 

Respondents: Scholars and experts in 
specific fields 

Use: Collection of information serves as 
a basis for each panelist’s evaluation 
and rating of a proposal. When a 
panel meets, participants, after 
discussion based on their notes, then 
make collectively a final 
recommendation for each proposal in 
the competitive process. This 
information is used extensively as a 
base from which to respond to 
applicants on the reasons why they 
have not received fundiag. 

Estimated Number of Respondents: 270 
per year 

Estimated Hours for Responaents to 
Provide Information: 9,945 


Category: Extension 

Title: General Programs: Humanities 
Projects in Media/Guidelines and 
Application Instructions 

Frequency of Collection: Twice a year at 
each deadline 

Respondents: Public radio and television 
stations, private, non-profit 
organizations, colleges and 
universities, or branches of state or 
local government. 

Use: Collection of information provides 
a basis for evaluation of applications 
in the competitive review process 

Estimated Number of Respondents: 355 

Estimated Hours for Respondents to 
Provide Information: 56,800 





Category: Extension 

Title: General ms: Humanities 
Programs for Adults-Guidelines and 
Application Instructions 

Frequency of Collection: Twice a year at 
each deadline 

Respondents: Colleges and universities, 
libraries, private, non-profit 
organizations, civic and professional 
groups, or branches of state or local 
government 

Use: Collection of information provides 
a basis for evaluation applications in 
the competitive review process 

Estimated Number of Respondents: 56 

Estimated Hours for Respondents to 
Provide Information: 4,480 


Susan Metts, 

Acting Director of Administration. 

[FR Doc. 85-30379 Filed 12-23-85; 8:45 am] 
BILLING CODE 7536-01-M 


NUCLEAR REGULATORY 
COMMISSION 


Advisory Committee on Reactor 


The ACRS Subcommittee on Core 
Performance will hold a meeting on 
january 29, 1986, Room 1046, 1717 H 
Street, NW, Washington, DC. 

The meeting will be open to public 
attendance. 

The agenda for subject meeting shall 
be as follows: Wednesday, January 29, 
1986—8:30 a.m. until 11:30 a.m. 

The Subcommittee will review the 
potential for recriticality of TMI-2 
during defueling operations. 

Oral statements may be presented by 
members of the public with the 
concurrence of the Subcommittee 
Chairman; written statements will be 
accepted and made available to the 
Committee. Recordings will be permitted 
only during those portions of the 
meeting when a transcript is being kept, 
and questions may be asked only by 
members of the Subcommittee, its 
consultants, and Staff. Persons desiring 
to make oral statements should notify 
the ACRS staff member named below as 
far in advance as is practicable so that 
appropriate arrangements can be made. 

During the initial portions of the 
meeting, the Subcommittee, along with 
any of its consultants who may be 
present, may exchange preliminary 
views regarding matters to be 
considered during the balance of the 
meeting. 

The Subcommittee will then hear 
presentations by and hold discussions 
with representatives of the NRC Staff, 
its consultants, and other interested 
persons regarding this review. 


Further information regarding topics 
to be discussed, whether the meeting 
has been cancelled or rescheduled, the 
Chairman's ruling on requests for the 
opportunity to present oral statements 
and the time allotted therefor can be 
obtained by a prepaid telephone call to 
the cognizant ACRS staff member, Mr. 
Dean Houston (telephone 202/634-3267) 
between 8:15 a.m. and 5:00 p.m. Persons 
planning to attend this meeting are 
urged to contact the above named 
individual one or two days before the 
scheduled meeting to be advised of any 
changes in schedule, etc., which may 
have occurred. 

Dated: December 14, 1985. 

Morton W. Libarkin, 

Assistant Executive Director for Project 
Review. 

[FR Doc. 85-30391 Filed 12-23-85; 8:45 am] 
BILLING CODE 7590-01-M 


Advisory Committee on Reactor 
Safeguards, Subcommittee on Class 9 
(Severe) Accidents; Meeting 


The ACRS Subcommittee on Class 9 
(Severe) Accidents will hold a meeting 
on January 29, 1986, Room 1046, 1717 H 
Street, NW, Washington, DC. 

The entire meeting will be open to 
public attendance. 

The agenda for the subject meeting 
shall be as follows: Wednesday, January 
29, 1986—1:00 p.m. until the conclusion 
of business 

The Subcommittee will review the 
research activities in regard to risk 
perspective and rebaselining studies 
intended for NUREG-1150. 

Oral statements may be presented by 
members of the public with the 
concurrence of the Subcommittee 
Chairman; written statements will be 
accepted and made available to the 
Committee. Recordings will be permitted 
only during those portions of the 
meeting when a transcript is being kept, 
and questions may be asked only by 
members of the Subcommittee, its 
consultants, and Staff. Persons desiring 
to make oral statements should notify 
the ACRS staff member named below as 
far in advance as is practicable so that 
appropriate arrangements can be made. 

During the initial portion of the 
meeting, the Subcommittee, along with 
any ofits consultants whomay be — 
present, may exchange preliminary 
views regarding matters to be 
considered during the balance of the 
meeting. 

The Subcommittee will then hear 
presentations by and hold discussions 
with representatives of the NRC Staff, 
its consultants, and other interested 
persons regarding this review. 


BEST COPY AVAILABLE 
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Further information regarding topics 
to be discussed, whether the meeting 
has been cancelled or rescheduled, the 
Chairman’s ruling on requests for the 
opportunity to present oral statements 
and the time allotted therefor can be 
obtained by e prepaid telephone call to 
the cognizant ACRS staff member, Mr. 
Dean Houston (telephone 202/634-3467) 
between 8:15 a.m. and 5:00 p.m. Persons 
planning to attend this meeting are 
urged to contact the above named 
individual one or two days before the 
scheduled meeting to be advised of any 


~changes in schedule, etc., which may 


have occurred. 

Dated: December 19, 1985. 
Morton W. Libarkin, 
Assistant Executive Director for Project 
Review. 
[FR Doc. 85-30392 Filed 12-23-85; 8:45 am] 
BILLING CODE 7590-01-M 


Advisory Committee on Reactor 
Safeguards, Subcommittee on 
Emergency Core Cooling Systems; 
Meeting 


- The ACRS Subcommittee on 
Emergency Core Cooling Systems will ~ 
hold a meeting on January 23 and 24, 
1986. The Subcommittee will meet at the 
Electric Power Research Institute (EPRI) 
Offices, 3420 Hillview Avenue, Palo 
Alto, CA. 

The entire meéting will be open to 
public attendance. 

The agenda for the subject meeting 
shall be as follows: Thursday, January 
23, 1986—1:00 p.m. until the conclusion 
of business; Friday, January 24, 1986— 
8:30 a.m. until the conclusion of 
business. 

The Subcommittee will continue the 
review of the joint NRC/B&WOG/EPRI/ 
B&W joint IST Program. A visit is 
planned to the EPRI-sponsored facilities 
supporting this Program at the Stanford 
Research Institute and Science 
Applications, Inc. 

Oral statements may be presented by 
members of the public with the 
concurrence of the Subcommittee 
Chairman; written statements will be 
accepted and made available to the 
Committee. Recordings will be permitted 
only during those portions of the 
meeting when a transcript is being kept, 
and questions may be asked only by 
members of the Subcommittee, its 
consultants, and Staff. Persons desiring 
to make oral statements should notify 
the ACRS staff member named below as 
far in advance as is practicable so that 
appropriate arrangements can be made. 

During the initial portion of the 
meeting, the Subcommittee, along with 
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any of its consultants who may be 
present, may exchange preliminary 
views regarding matters to be 
considered during the balance of the 
meeting. 

The Subcommittee will then hear 
presentations by and hold discussions 
with representatives of the NRC Staff, 
its consultants, and other interested 
persons regarding this review. 

Further information regarding topics 
to be discussed, whether the meeting 
has been cancelled or rescheduled, the 
Chairman's ruling on requests for the 
opportunity to present oral statements 
and the time allotted therefor can be 
obtained by a prepaid telephone call to 
the cognizant ACRS staff member, Mr. 
Paul Boehnert (telephone 202/634-3267) 
between 8:15 a.m. and 5:00 p.m. Persons 
planning to attend this meeting are 
urged to contact the above named 
individual one or two days before the 
scheduled meeting to be advised of any 
changes in schedule, etc., which may 
have occurred. 

Dated: December 18, 1985. 

Morton W. Libarkin, 

Assistant Executive Director for Project 
Review. 

[FR Doc. 85-30393 Filed 12-23-85; 8:45 am] 
BILLING CODE 7590-01-m 


OFFICE OF PERSONNEL 
MANAGEMENT 
Excepted Service 


AGENCY: Office of Personnel 
Management. 


ACTION: Notice. 


SUMMARY: This gives notice of positions 


placed or revoked under Schedules A, B, 
and C in the excepted service, as 
required by civil service rule VI, 
Exceptions from the Competitive 
Service. 


FOR FURTHER INFORMATION CONTACT: 
Tracy Spencer, (202) 632-6817. 


SUPPLEMENTARY INFORMATION: The 
Office of Personnel Management 
published its last monthly nctice 
updating appointing authorities 
established or revoked under the 
Excepted Service provisions of 5 CFR 
Part 213 on November 26, 1985, (50 FR 
48662). Individual authorities 
established or revoked under Schedules 
A, B, or C between November 1, 1985 
and November 30, 1985, appear in a 
listing below. Future notices will be 
published on the fourth Tuesday of each 
month, or as soon as possible thereafter. 
A consolidated listing of all authorities 


will be published as of June 30 of each 
year. 
Schedule A 

The following exception is 
established: ; 
Department of the Air Force 

One Chief of Engineering in 
Detachment 2, 2762 Logistics Squadron 
(Special), Air Force Logistics Command, 
Greenville, Texas. Effective November 
18, 1985. 
Schedule B 


No Schedule B exceptions were 
established or revoked in November. 


Schedule C 


The following exceptions are 
established: . 


Department of Agriculture 


One Confidential Assistant to the 
Assistant Secretary for Governmental 


and Public Affairs. Effective November . 


4, 1985. 

One Private Secretary tothe | 
Executive Assistant to the Secretary. 
Effective November 6, 1985. 

One Special Assistant to the 
Secretary. Effective November 6, 1985. 

One Staff Assistant to the Assistant 
Secretary for Governmental and Public 
Affairs. Effective November 6, 1985. 

One Confidential Assistant to the 
Assistant Secretary for Governmental 
and Public Affairs. Effective November 
7, 1985. 

One Confidential Assistant to the 
Deputy Secretary. Effective November 7, 
1985. 

One Private Secretary to the Assistant 
Secretary for Economics. Effective 
November 12, 1985. 

One Confidential Assistant to the 
Administrator, Rural Electrification 
Administration. Effective November 22, 
1985. 

One Confidential Assistant to the 
Assistant Secretary for Governmental 
and Public Affairs. Effective November 
22, 1985. 

One Confidential Assistant to the 
Chief, Soil Conservation Service. 
Effective November 22, 1985. 


Department of Commerce 


One Confidential Assistant to the 
Deputy Secretary. Effective November 8, 
1985. 

One Confidential Assistant to the 
Assistant Secretary for Administration. 
Effective November 15, 1985. 

One Congressional Liaison Specialist 
to the Deputy Assistant Secretary for 
Congressional Affairs. Effective 
November 18, 1985. 
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One Private Secretary to the Chief 
Economist. Effective November 19, 1985. 

One Confidential Assistant to the 
Director General for the U.S. and 
Foreign Commercial Services, 
International Trade Administration. 
Effective November 22, 1985. 

One Confidential Assistant to the 
Deputy Under Secretary for 
International Trade. Effective November 
25, 1985. 


Department of Defense 


One Secretary (Stenography ) to the 
Assistant Secretary of the Army 
(Installations and Logistics). Effective 
November 4, 1985. 

One Counselor and Director, Long- 
Range Policy, to the Deputy Assistant 
Secretary of Defense (Negotiations 
Policy). Effective November 22, 1985. 


Department of Education 


One Special Assistant to the Assistant 
Secretary for Elementary and Secondary 
Education. Effective November 1, 1985. 

One Special Assistant to the 
Secretary's Regional Representative, 
with duty location in Chicago, Illinois. 
Effective November 5, 1985. 

One Special Assistant to the 
Secretary. Effective November 12, 1985. 

One Special Assistant to the Under 
Secretary. Effective November 27, 1985. 


Department of Energy 


One Executive Assistant to the 
Secretary. Effective November 4, 1985. 

One Confidential Assistant 
(Secretary) to the Deputy Secretary. 
Effective November 7, 1985. 

One Secretary (Confidential 
Assistant) to the Associate Director for 
Geological Repositories. Effective 
November 7, 1985. 

One Staff Assistant to the Deputy 
Secretary. Effective November 7, 1985. 
One Staff Assistant to the Special 
Assistant to the Secretary. Effective 

November 7, 1985. 

One Staff Assistant to the Assistant 
Secretary for Environment, Safety and 
Health. Effective November 8, 1985. 

-One Staff Assistant to the Deputy 
Assistant Secretary for Security Affairs. 
Effective November 8, 1985. 

One Director, Office of Domestic 
Issues, to the Director, Office of 
Communications, Office of the Assistant 
Secretary for Congressional, 
Intergovernmental and Public Affairs. 
Effective November 21, 1985. 

One Staff Assistant to the 
Administrator, Bonneville Power 
Administration. Effective November 22, 
1985. 

One Confidential Assistant to the 
Administrator, Economic Regulatory 
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Administration. Effective November 25, 
1985. 


Department of Health and Human 
Services 


One Congressional Liaison Specialist 
to the Deputy Assistant Secretary for 
Legislation (Congressional Liaison), 
Office of the Assistant Secretary for 
Legislation (Congressional Liaison). 
Effective November 4, 1985. 


Department of Housing and Urban 
Development 


One Special Assistant to the Assistant 
Secretary for Fair Housing and Equal 
Opportunity. Effective November 5, 

1985 


One Special Assistant to the Regional 
Administrator/Regional Housing 
Commissioner, with duty location in San 
Francisco, California. Effective 
November 12, 1985. 

One Executive Assistant to the 
Deputy Assistant Secretary for Policy, 
Financial Management and 
Administration, Office of Housing. 
Effective November 14, 1985. 

One Special Assistant to the 
President, Government National 
Mortgage Association. Effective 
November 25, 1985. 

One Intergovernmental Relations 
Officer to the Deputy Under Secretary 
for Intergovernmental Relations. 
Effective November 27, 1985. 


Department of Interior 


One Staff Assistant to the Assistant 
Secretary for Indian Affairs. Effective 
November 1, 1985. 

One Staff Assistant to the Director, 
Office of Public Affairs, Office of the 
Commissioner, Bureau of Reclamation. 
Effective November 4, 1985. 

One Special Assistant for Programs to 
the Counselor to the Secretary. Effective 
November 18, 1985. 


Department of Justice 


One Director, Regulatory and 
Legislative Affairs Staff to the Assistant 
Attorney General, Civil Division. 
Effective November 4, 1985. 

One Confidential Assistant to the 
Deputy Assistant Attorney General, 
Antitrust Division. Effective November 
7, 1985. 

One Staff Assistant to the Director, 
Office of Public Affairs. Effective 
November 25, 1985. 


Department of Labor 


One Special Assistant for Public 
Affairs to the Deputy Under Secretary, 
Employment Standards Administration. 
Effective November 1, 1985. 

One Special Assistant to the Director, 
Office of Federal Contract Compliance 


Programs, Employment Standards 
Administration. Effective November 25, 
1985. 


Department of State 


One Protocol Glerk to the Chief of 
Protocol. Effective November 21, 1985. 

One Member, Policy Planning Staff, to 
the Chairman Policy Planning Council. 
Effective November 27, 1985. 

One Protocol Specialist to the Chief of 
Protocol. Effective November 27, 1985. 

One Special Assistant to the Assistant 
Secretary for the Bureau of Inter- 
American Affairs. Effective November 
27, 1985. 


Department of Transportation 


One Congressional Liaison Officer to 
the Director, Office of Congressional 
Affairs, Office of the Assistant 
Secretary for Governmental Affairs. 
Effective November 4, 1985. 

One Congressional Liaison Specialist 
to the Director, Office of Congressional 
Affairs, Office of the Assistant 
Secretary for Governmental Affairs. 
Effective November 5, 1985. 

One Director, Office of Special 
Projects, to the Assistant Secretary for 
Public Affairs. Effective November 5, 
1985. 

One Intergovernmental Liaison 
Specialist to the Director, Office of 
Intergovernmental Affairs, Office of the 
Assistant Secretary for Governmental 
Affairs. Effective November 5, 1985. 

One Director, Office of Media 
Relations to the Assistant Secretary for 
Public Affairs. Effective November 7, 
1985. 

One Special Assistant to the 
Administrator, Urban Mass 
Transportation Administration. Effective 
November 8, 1985. . 

One Special Assistant to the Director, 
Executive Secretariat. Effective 
November 8, 1985. 


Department of Treasury 


One Travel Assistant to the Deputy 
Assistant Secretary for Administration. 
Effective November 12, 1985. 

One Legislative Aid to the Assistant 
Secretary for Legislative Affairs. 
Effective November 15, 1985. 


ACTION 


One Special Assistant to the Deputy 
Director. Effective November 18, 1985. 


Agency for International Development 


One Administrative Operations 
Assistant to the Deputy Assistant 
Administrator. Effective November 6, 
1985. 

One Special Assistant to the Deputy 
Assistant to the Administrator for 
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Management, Bureau for Management. 
Effective November 14, 1985. 


Consumer Product Safety Commission 


One Special Assistant (Legal) to a 
Commissioner. Effective November 18, 
1985. 

One Staff Assistant to a 
Commissioner. Effective November 18, 
1985. 


Equal Employment Opportunity 
Commission 


One Confidential Assistant to a 
Commissioner. Effective November 14, 
1985. 


Federal Mine Safety and Health Review - 
Commission : 


One Special Assistant to the 
Chairman. Effective November 1, 1985. 


General Services Administration 


One Deputy to the Associate 
Administrator for Operations (External 
Affairs). Effective November 25, 1985. 


National Archives and Records 
Administration 


One Congressional Relations Officer 
to the Archivist of the United States: 
Effective November 12, 1985. 


National Endowment for the Humanities 


One Administrative Assistant to the 
Chairman. Effective November 4, 1985. 


Occupational Safety and Health Review 
Commission 


One Confidential Assistant to a 
Commissioner. Effective November 8, 
1985. 

One Confidential Assistant toa 
Commissioner. Effective November 13 
1985. 


Office of Personnel Management 


One Staff Assistant to the Assistant 
Director for Executive Administration. 
Effective November 8, 1985. 


One Staff Assistant (Typing) to the 
Director. Effective November 8, 1985. 


United States Information Agency 


One Special Assistant to the Deputy 
Director. Effective November 19, 1985. 


United States Tax Court 


One Secretary (Confidential 
Assistant) to a Judge of the Tax Court. 
Effective November 26, 1985. 

U.S. Office of Personnel Management. 
Constance Horner, 

Director. 

[FR Doc. 85-30394 Filed 12-23-85; 8:45 am] 
BILLING CODE 6325-01-M 
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PACIFIC NORTHWEST ELECTRIC 
POWER AND CONSERVATION 
PLANNING COUNCIL 


Columbia River Basin Fish and Wiidlife 
Program; Proposed Amendments; 
Hearing and Opportunity to Comment 


AGENCY: Pacific Northwest Electirc 
Power and Conservation Planning 
Council (Northwest Power Planning 
Council). 

ACTION: Notice of proposed 
amendments, hearings and opportunity 
to comment. 


SUMMARY: On November 15, 1982, 
pursuant to the Pacific Electric Power 
Planning and Conservation Act (the 
Northwest Power Act, 16 U.S.C. 839, et 
seq.) the Pacific Northwest Electric 
Power and Conservation Planning 
Council (Council) adopted a Columbia 
River Basin Fish and Wildlife Program 
(Program) including certain measures to 
improve downstream passage of 
juvenile fish at U.S. Army Corp of 
Engineers dams on the lower Columbia 
and Snake River. On October 10, 1984, 
the Council amended the Program, and 
adopted interim survival objectives to 
improve downstream passage of 
juvenile fish at such Columbia and 
‘Snake River dams. On December 12, 
1985, the Council voted to initiate 
rulemaking pursuant to section 4(d)(1) of 
the Northwest Power Act and section 
1404(a)(1) of the Program to amend the 
program again. This notice describes the 
proposed amendments (hereafter 
“proposed interim survival objectives’) 
and explains how to participate in the 
amendment process. Because the 
matters being considered would affect 
the 1986 fish migration season, these 
proposed interim survival objectives are 
being considered separately from the 
1986-87 general Program amendment 
process (see 50 FR 28049). Therefore, 
those interested in commenting on these 
proposed interim survival objectives 
should expect to do so only in the 
comment period and hearings described 
in this notice. The Council expects to 
make a decision on these proposed 
interim survival objectives in February, 
1986, well before its decision on the 
general Program amendments, which is 
not expected to occur before early 1987. 
Comments on these proposed interim 
survival objectives will not be timely in 
the Council's general Program 
amendment process. 

DATE AND ADDRESSES: The public 
comment period regarding these 
proposed interim survival objectives 
closes at 5 p.m. Pacific time on January 
24, 1986. Public hearings-on the proposed 
passage amendments will be held in 


January in Idaho, Montana, Oregon and 
Washington. The places and times for 
these hearings will be announced at a 
later date. 

The Council currently expects to take 
final action on the proposed interim 
survival objectives at its February, 1986 
meeting. The actual date on which the 
Council will make its final decision will 
be announced in accordance with 
applicable law and in accordance with , 
the Council's practice of providing 
notice of its meeting agendas. 


Guidelines for Presenting Oral 
Comments at Hearings 


1. To reserve at time period for 
presenting oral comments at a hearing, 
contact Ruth Curtis, Information 
Coordinator, at the Council's central 
office (850 S.W. Broadway, Suite 1100, 
Portland, Oregon 97205 or (503) 222- 
5161, toll free 1-800-222-3355 in Idaho, 
Montana, and Washington or 1-800- 
452-2324 in Oregon) no later than two 
work days before the hearing. 

2. Those who do not reserve a time 
period will be permitted to present oral 
comments only as time permits. 

3. Use the hearing to summarize 
written comments. The comments 
themselves should not be read. 

4. If possible, ten (10) copies of written 
comments should be submitted to the 
Council recorder at the hearings. This 
person will be sitting at a table near the 
Council members and will be identified 
at the start of the hearing by the hearing 
chairman. When preparing these copies, 
refer to the instructions below for 
written comments. 

5. Comment time may be limited, to 
allow all commenters a hearing, when 
the number of people who signed up to 
testify is sufficiently large. A 15-minute 
guideline is suggested. 

6. Appearance at more than one 
hearing is unnecessary. At each hearing, 
scheduling preference will be given to 
individuals and groups which have not 
testified at other hearings. 


Guidelines for Submitting Written 
Comments 


1. All written comments must be 
received in the Council's central office, 
850 S.W. Broadway, Suite 1100, 
Portland, Oregon, 97205, by 5 p.m. 
Pacific time on January 24, 1986. 
Comments should be submitted to the 
attention of Dulcy Mahar at this 
address. 

2. Comments should be clearly 
marked “Fish Passage Comments.” 

3. Written comments should be 
specific and concise. 

4. Please type (double-spaced) 
comments, if possible. Use only one side 
of the paper. 
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5. Provide ten (10) copies of all 
comments and supporting materials. if 
possible. 


FOR FURTHER INFORMATION CONTACT: 
The Council has prepared an issue 
paper entitled “Alternative Interim Fish 
Passage Objectives,” which discusses 
the background of this issue and 
identifies alternatives the Council is 
considering in connectionwith this 
proposed rulemaking. Those wishing to 
receive a copy of the issue paper should 
contact Judy Allender at the address 
and telephone numbers listed above. 


SUPPLEMENTARY INFORMATION: The 
Northwest Power Act and. the Columbia 
River Basin Fish and Wildlife Program 
call for improvements in the survival of 
downstream migrating salmon and 
steelhead at mainstem hydroelectric 
projects on the Columbia River system. 
One method of improving survival, 
which is reflected in the existing 
program, is to “spill” water at dams, 
enabling fish to pass the dam without 
going through the dam's hydroelectric 
turbines. Turbines are a significant 
source of mortality to juvenile fish. This 
proposed rulemaking concerns interim 
survival objectives to guide the planning 
and management of spill to improve fish 
survival. These interim survival 
objectives.may be included in the 
Program until permanent mainstem 
passage improvements are completed. 
As adopted in 1982, the Fish and 
Wildlife Program called on the U.S. 
Army Corps of Engineers (the Corps), 
which operates eight dams on the lower 
Columbia and Snake Rivers, to develop 
and implement a spill plan to protect 
juvenile fish. This spill plan was to be 
developed and implemented by the 
Corps in consultation with the state 
fishery agencies and affected Indian 
tribes. The Program's objectives was to 
achieve a level of survival comparable 
to or better than that achievable by the 
best available bypass and screening 
systems (mechanical systems for 
passing fish around dams and turbines). 
The Corps and the fishery agencies 
and tribes failed to develop joint 
juvenile fish passage plans prior to the 
1983 and 1984 outmigrations because 
they could not agree on the appropriate 
level of fish protection or spill levels. 
The Council amended the Program in 
1984 to call on the Corps to provide 
sufficient spills to enable 90 percent of 
the fish to survive its projects and to 
develop and implement an annual 
juvenile fish passage plan to accomplish 
that objective. At Bonneville Dam a 
more stringent 85 percent passage 
efficiency objective was adopted. These 
provisions are set out in sections 404 





and 1504 of the Program as amended in 
1984. 

In early 1985 the Corps and the fishery © 
agencies and tribes again were unable 
to develop a joint juvenile fish passage 
plan.as specified by the Program. 

At a March 15, 1985 Council meeting, 
the directors of various fishery agencies 
and Indian tribes asked the Council to 
reconsider the interim 90 percent 
survival objective. At that time the 
Council agreed to reconsider the interim 
survival objective prior to the 1986 fish 
migration, which begins in the Spring. 
On August 2, 1985, the Council 
requested that the agencies and tribes 
submit to the Council an alternative to 
the 90 percent survival objective, with 
scientific information sufficient to justify 
an alternative. The agencies’ and tribes’ 
alternative was submitted to the Council 
on August 15, 1985. 

At the August 8, 1985 Council meeting 
in Portland, the Council chartered the 
Mainstem Passage Advisory Committee. 
The Committee is comprised of members 
of the region's state and federal fishery 
agencies, Indian tribes, federal operating 
agencies (the Corps and the Bonneville 
Power Administration) and utility 
groups. One of the committee's primary 
purposes is to provide technical advice 
and assistance to the Council staff in 
examining alternative interim survival 
objectives for the 1986 fish migration 
season. Toward that end, the Mainstem 
Passage Advisory Committee has had 
seven meetings over the course of four 
months, and developed much of the 
information and analysis upon which 
the proposed rule is based. 

On November 22, 1985, the fishery 
agencies and tribes submitted a request 
to the Council to enter rulemaking at the 
December 11-12 Council meeting to 
amend the mainstem passage provisions 
contained in sections 304, 404, and 1504 
of the Program by mid-February, 1986. 

Based on its review of the data and 
analysis developed in connection with 
the Mainstem Passage Advisory 
Committee, the Council determined that 
a Program amendment may be needed 
to improve the survival of downstream 
migrating salmon and steelhead smolts 
at federal hydroelectric projects, and to 
provide clearer guidance to the fishery 
agencies, tribes, and federal operating 
agencies in formulating and 
implementing interim spill plans. 

The Council now seeks public 
comment on the proposed amendments 
described below, and on alternative 
survival objectives discussed in the 
issue paper referred to in the “For 
Further Information” section of this 
notice, above. The Council particularly 
encourages submission of comments 
addressing the following issues: 


—What is the most appropriate level of 
spill for juvenile fish at: (a) non- 
transport dams; and (b) transport 
dams? ; 

—Should there be a different survival 
standard for spring and summer 
migrants? 

—Should the spill program affect firm 
energy or only nonfirm energy? 

—lIf the proposed rule were adopted in 
February, 1986, would there be any 
conflict with BPA short-term firm 
power contracts? 

—lIs a different process needed to 
ensure joint development and mutual 
acceptance of spill plans? 

—What period of time should a spill 

am be in effect? 

—Should spill be defined in. terms of 
spill volumé or a percentage of 
average daily flow over a specified 
period of time? 


Proposed Amendments 


If adopted by the Council, the 
proposed amendments would amend 
section 304, 404 and 1504 of the 
Columbia River Basin Fish and Wildlife 
Program. 


Interim Survival Objectives for U.S. 
Army Corps of Engineers Hydroelectric 
Projects on the Lower Columbia and 
Snake Rivers 


The proposed rule addresses three 
related issues. First, it addresses the 
broad issue of what survival objective(s) 
would provide adequate interim 
protection for juvenile fish. Second, it 
responds to the narrower issue of 
whether it is appropriate to specify a 
survival objective for fish that are 
collected and transported around the 
dam by truck or barge. Third, the rule 
assigns responsibility for coordinating 
spill requests. 

Regarding the first question, the 
proposed rule would establish an 
interim survival objective of 94 percent 
in average and higher water conditions. 
In lower-than-average water conditions, 
the survival objective would be 92 
percent. 

Regarding the second question, the 
proposed rule would apply to all first 
stocks at non-transportation dams (i.e., 
Lower Monumental, Ice Harbor, John 
Day, and The Dalles dams, where no 
fish are collected and transported). At 
transportation dams (i.e., Lower Granite, 
Little Goose and McNary dams, where 
fish are collected and transported), the 
proposed interim survival objectives 
would apply only to those stocks that 
are not not collected and transported. In 
practical terms, the Council anticipates 
that at transportation dams the 
proposed survival objectives would 
apply only to juvenile spring chinook 
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salmon, consistent with recent 
transportation policies formulated by 
the Columbia River Basin Fish and 
Wildlife Council and the Columbia River 
Inter-Tribal Fish Commission. Under 
those transportation guidelines 
steelhead and fall/summer chinook are, 
as much as possible, to be collected and 
transported downstream. In contrast, 
transportation is not the preferred 
alternative for protecting juvenile spring 
chinook. If the transportation guidelines 
change to emphasize transportation of 
all fish stocks, then the proposed rule 
would not apply to the three 
transportation dams. The proposed rule 
still would apply to all stocks at the four © 
non-transportation dams. = - 

As to the third question, the rule 
assigns to the Water Budget managers 
under section 304(b) of the Program the 
responsibility to coordinate fishery 
agency and tribal requests for spill 
during the passage season. 

The proposed rule does not address 
the merits of the Corps’ transportation 
program, nor does it address the 
problem of reservoir mortalities. It is the 
Council's preliminary judgment that 
those issues should not be resolved in 
this rulemaking. 

The proposed rule also does not 
address certain management and 
institutional issues raised by the fishery 
agencies and tribes, which are detailed 
in a November 22, 1985 letter to the 
Council. The Council wishes to consider 
primarily survival objectives in this 
rulemaking, and therefore has not 
included management and institutional 
issues in the proposed rule. However, 
the Council recognizes that the 
management and institutional issues 
raised by the tribes and agencies are 
serious. Accordingly, comment is invited 
on whether it is advisable for the 
Council to address these issues in this 
rulemaking, and if so in what manner. 

Council staff has estimated the system 
costs and firm energy (refill) impacts of 
providing varying amounts of spill to 
achieve different survival objectives. 
The analysis shows that, when 
compared to no spill, the total expected 
costs of the proposed interim survival 
objectives, including replacement energy 
purchases to alleviate refill impacts, 
range from a low of $3.1 million to a high 
of $9.7 million. The proposed interim 
survival can be expected to increase 
Bonneville's preference rate by about .2 
mill, or, when compared to the status 
quo, by about .07 mill. In the Council's 
preliminary judgment, these costs and 
power impacts are consistent with an 
adquate, efficient, economical and 
reliable power supply for the region. 
Details of the economic analyses 
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conducted to evaluate the costs of 
alternative spill scenarios are included 
in the issue paper referred to in the “For 
Further Information” section of this 
notice. 

Copies of the staff issue paper 
referred to in the “For Further 
Information” section of this notice have 
been mailed to those included on:the 
Council's fish and wildlife mailing list. 
Others may request copies as directed in 
the “for Further Information” section of 
this notice. : 

Edward Sheets, 

Executive Director. 

[FR Doc. 85-30312 Filed 12-23-85; 8:45 am] 
BILLING CODE 0000-00-M° 


. 


SMALL BUSINESS ADMINISTRATION 


[Deciaration of Disaster Loan Area No. 
2223) 


Declaration of Disaster Loan Area; 
Arkansas 


The County of Baxter and the 
adjacent County of Marion in the State 
of Arkansas constitute a disaster area 

_ because of damage caused by tornadoes 
which occurred on November 18, 1985. 
Applications for loans for physical 
damage may be filed until the close of 
business on February 10, 1986, and for 
economic injury until the close of 
business on September 10, 1986, at the 
address listed below: 


Disaster Area 3 Office, Small Business 
Administration, 2306 Oak Lane, Suite 
110, Grand Prairie, Texas 75051. 


or other locally announced locations. 
The interest rates are: 


Percent 


Homeowners wit credit available elsewhere 
Homeowners without credit available elsewhere 
Businesses with credit available elsewhere ....... ’ 
Businesses without credit available elsewhere 
Businesses (EIDL) without credit available else- 


Other (non-profit organizations including charita- 
ble and religious organizations) 


The number assigned to this disaster 
is 222312 for physical damage and for 
economic injury the number is 635500. 
(Catalog of Federal Domestic Assistance 
Program.Nos. 59002 and 59008) 

Dated: December 10, 1985. 

James C. Sanders, 

Administrator. 

{FR Doc. 85-30336 Filed 12-23-85; 8:45 am] 
BILLING CODE 8025-01-M 


Magna Pacific investments; Issuance 
of a Small Business Investment 
Company License 


[License No. 09/09-5362] 


On July 26, 1985,.a notice was 
published in the Federal Register (30556) 
stating that an application has been 
filed by Magna Pacific Investments, with 
the Small Business Administration 
(SBA) pursuant to § 107.102 of the 
Regulations governing small business 
investment companies (13 CFR 107.102 
(1985)) for a license as a small business 
investment company. 

Interested parties were given until 
close of business August 25, 1985, to 
submit their comments to SBA. No 
comments were received. 

Notice is hereby given that, pursuant 
to section 301(d) of the Small Business 
Investment Act of 1958, as amended, 
after having considered the application 
and all other pertinent information, SBA 
issued License No. 09/09-5362 on 
December 3, 1985, to Magna Pacific 
Investments to operate as a small 
business investment company. 


Dated: December 12,.1985. 
(Catalog of Federal Domestic Assistance 
Program No. 59.011, Small Business 
Investment Companies) 
Robert G. Lineberry, 
Deputy Associate Administrator for 
Investment. 
[FR Doc. 85-30360 Filed 12-23-85; 8:45 am] 
BILLING CODE 8025-01-M 


[Declaration of Disaster Loan Area No. 
2222] 


Florida; Declaration of Disaster Loan 
Area; Correction 


The above numbered Declaration (50 
FR 50697), and Amendments thereto, 
which were issued in accordance with 
the President's declaration of December 
3, 1985, is hereby corrected to read: 

The interest rates are: 

Business (EIDL) without credit 
available elsewheTe.........scsececesersesees 4.000% 

All other information remains the 
same. 
(Catalog of Federal Domestic Assistance 
Program Nos. 59002 and 59008). 

Dated: December 16, 1985. 
Alfred E. Judd, 
Acting Deputy Associate Administrator for 
Disaster Assistance. 
[FR Doc. 85-30361 Filed 12-23-85; 8:45 am] 


BILLING CODE 6025-01-M 


BEST COPY AVAILABLE 


52577 


[Declaration of Disaster Loan Area No. 


2222; Amendment No. 2) 


Florida; Declaration of Disaster Loan 
Area 


The above-numbered Declaration (50 
FR 50697), which are issued in 
accordance with the President's 
declaration of December 3, 1985, is 
hereby amended in accordance with the 
amendment dated December 13, 1985, to 
include Leon County because of damage 
from Hurricane Kate and flooding 
beginning on or about November 20, 
1985. All other information remains the 
same; i.e., the termination date for filing 
applications for physical damage is the 
close of business on February 3, 1986, 
and for economic injury until the close 
of business on September 3, 1986. 


Dated: December 16, 1985. 
(Catalog of Federal. Domestic Assistance 
Programs Nos. 59002 and 59008). 
Alfred E. Judd, 
Acting Associate Administrator for Disaster 
Assistance. 
[FR Doc. 85-30362 Filed 12-23-85; 8:45 am] 
BILLING CODE 8025-01-M 


[Declaration of Disaster Loan Area #2225] 


New York; Deciaration of Disaster 
Loan Area 


The County-of Erie and the adjacent 
County of Chatuaqua in the State of 
New York constitute a disaster area 
because of damage caused by a winter 
storm occurring December 1, 1985, 
accompanied by high winds causing 
coastal and inland tidal surges. 
Applications for loans for physical 
damage may be filed until the close of 
business on February 11, 1986, and for 
economic injury until the close of 
business on September 15, 1986, at the 


, address listed below: Disaster Area 1 


Office, Small Business Administration, 
15-01 Broadway, Fair Lawn, New Jersey 
07410; or other locally announced 
locations. 

The interest rates are: 


where 
Other (non-profit organizations including charita- 
ble and religious organizations) 


The number assigned to this disaster 
is 222506 for physical damage and for 
economic injury the number is 635800. 


Dated: December 13, 1985 





(Catalog of Federal Domestic Assistance 
Program Nos. 59002 and 59008). 

James C. Sanders, 

Administrator. 

[FR Doc. 85-30359 Filed 12-23-85; 8:45 am} 


BILLING CODE 8025-01-M 
‘4 


DEPARTMENT OF STATE 
[Public Notice CM-8/9 18] 


Study Group 5 of the U.S. Organization 
for the international Radio 
Consultative Committee (CCIR); 
Meeting 


The Department of State announces 
that Study Group 5 of the U.S. 
Organization for the International Radio 
Consultative Committee (CCIR) will 
meet on January 17, 1986 in Room CR 1- 
42, Engineering Center, University of 
Colorado, Boulder, Colorado. The 
meeting will begin at 1:00 p.m. 

Study Group 5 deals with propagation 
of radio waves (including radio noise) at 
the surface of the earth, through the non- 
ionized regions of the earth's 
atmosphere, and in space where the 
effect of ionization is negligible. The 
purpose of the meeting will be to review 
the results of the international meeting 
of Study Group 5 in September, 1985 and 
discuss preparations for the XVIth CCIR 
Plenary Assembly in May, 1986. 

Members of the general public may 
attend the meeting and join in the 
discussions subject to intructions of the 
Chairman. Admittance of public 
members will be limited to the seating 
available. Requests for further 
information should be directed to Mr. 
Richard Shrum, State Department, 
Washington, DC 20520; epee (202) 
632-2592. 

Dated: December 13, 1985. 

Richard E. Shrum, 

Chairman, U.S. CCIR National Committee. 
[FR Doc. 85-30315 Filed 12-23-85; 8:45 am] 
BILLING CODE 4710-07-M ‘ 


DEPARTMENT OF TRANSPORTATION 


Order Adjusting the Standard Foreign 
FareLevelindex . 


The International Air Transportation 
Competition Act (IATCA), Pub. L. 96- 
192, requires that the Department, as 
successor to the Civil Aeronautics 
Board, establish a Standard Foreign 
Fare Level (SFFL) by adjusting the SFFL 
base periodically by percentage changes 
in actual operating costs per available 
seat-mile. Order 80-2-69 established the 
first interim SFFL and Order 85-10-31 
established the currently effective two- 


month SFFL applicable through 
November 30, 1985. 

In establishing the SFFL for the two- 
month period starting December 1, 1985, 
we have projected nonfuel costs based 
on the year ended September 30, 1985 
data, and have determined fuel prices 
on the basis of experienced monthly fuel 
cost levels as reported to the 
Department. 

By Order 85-12-54 fares may be 
increased by the following adjustment 
factors over the October 1, 1979, level: 
Atlantic—1.1051 
Latin America—1.3472 - 
Pacific—1.2573 
Canada—1.2468 

For Further Information Contact: 
Julien R. Schrenk (202) 472-5126. 

By the Department of Transportation. 

Dated: December 18, 1985. 

Matthew V. Scocozza 

Assistant Secretary for Policy and 
International Affairs. 

[FR Doc. 85-30386 Filed 12-23-85; 8:45 am] 
BILLING CODE 4910-62-M 


Federal Aviation Administration 


Jackson Hole Airport, Jackson, WY; 
FAA Approval of Noise Compatibility 
Program 


AGENCY: Federal Aviation - 
Administration, DOT. 
ACTION: Notice. 


SUMMARY: The Federal Aviation 
Administration (FAA) announced its 
findings on the noise compatibility 
program submitted by the Jackson Hole 
Airport Board under the provisions of 
Title I of the Aviation Safety and Noise 
Abatement Act (ASNA) of 1979 (Pub. L. 
96-193) and 14 CFR Part 150. These 
findings are made in recognization of 
the description of Federal and non- 
Federal responsibilities in Senate Report 
No. 96-52 (1980). On May 15, 1985, the 
FAA determined that the noise exposure 
maps submitted by the Airport Board 
under Part 150 were in compliance with 
applicable requirements. On November 
8, 1985, the Administrator approved the 
Jackson Hole Airport noise 
compatibility program. 

EFFECTIVE DATE: The effective date of 
the FAA's approval of the Jackson Hole 
Airport noise compatibility program is 
November 8, 1985. 

FOR FURTHER INFORMATION CONTACT: 
Dennis G. Ossenkop; Federal Aviation 
Administration: Northwest Mountain 
Region; Airports Division, ANM-611; 
17900 Pacific Highway South; C-68966; 
Seattle, Washington 98168. Documents 
reflecting this FAA action may be 
obtained from the same individual. 
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SUPPLEMENTARY INFORMATION: This 
notice announces that the FAA has 
given its overall approval to the noise 
compatibility program for Jackson Hole 
Airport, effective November 8, 1985. 
Under section 104(a) of the Aviation 
Safety and Noise Abatement Act 
(ASNA) of 1979, an airport operator who 
has previously submitted a noise 
exposure map may submit to the FAA a 
noise compatability program which sets 
forth the measures taken or proposed by 
the airport operator for the reduction of 
existing noncompatible land uses and 
prevention of additional noncompatible 
land uses within the area covered by the 
noise exposure maps. The Act requires 


~ guch a program to be developed in 


consultation with interested and 
affected parties including the state, local 
communities, government agencies, 
airport users, and FAA personnel. 

Each airport noise compatibility 
program developed in accordance with 
FAR Part 150 is a local program, not a 
Federal program. The FAA does not 
substitute its judgment for that of the 
airport proprietor with respect to which 
measures should be recommended for 
action. The FAA's approval or 
disapproval of FAR Part 150 program 
recommendations is measured 
according to the standards expressed in 
Part 150 and the Aviation Safety and 
Noise Abatement Act of 1979, and is 
limited to the following determinations: 

The noise compatibility program was 
developed in accordance with the 
provisions and procedures of FAR Part 
150; 

Program measures are reasonably 
consistent with achieving the goals of 
reducing existing noncompatible land 
uses around the airport and preventing 
the introduction of additional 
noncompatible land uses; 

Program measures would not create 
an undue burden on interstate or foreign 
commerce, unjustly discriminate against 
types or classes of aeronautical uses, 
violate the terms of airport grant 
agreements, or intrude into areas 
preempted by the Federal Government. 

Program measures relating to the use 
of flight procedures can be implemented 
within the period covered by the 
program without derogating safety, 
advesely affecting the efficient use and 
management of the navigable Airspace 
and Air Traffic Control Systems, or 
adversely affecting other powers and 
responsibilities of the Administrator 
prescribed by law. 

Specific limitations with respect to 
FAA's approval of an airport noise 
compatibility program are delineated in 
FAR part 150, Section 150.5. Approval is 
not a determination concerning the 
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acceptability of land uses under Federal, 
state, or local law. Approval does not by 
itself constitute an FAA implementing 
action. A request for Federal action or 
approval to implement specific noise 
compatibility measures may be required, 
and an FAA decision on the request 
may require an environmental 
assessment of the proposed action. 
Approval does not constitute a 
commitment by the FAA to financially 
assist in the implementation of the 

program nor a determination that all 
measures covered by the program are 
eligible for grant-in-aid funding from the 
FAA under the Airport and Airway 
Improvement Act of 1982. Where 
Federal funding is sought, requests for 
project grants must be submitted to the 
FAA Airports District Office in Denver, 
Colorado. 

The Airport Board submitted to the 
FAA on April 22, 1985, the noise 
exposure maps, descriptions, and other 
documentation produced durding the 
noise compatibility planning study 
conducted at Jackson Hole Airport. The 
Jackson Hole Airport noise exposure 
maps were determined by FAA to be in 
compliance with applicable 
requirements on May 15, 1985. Notice of 
this determination was published in the 
Federal Register on May 28, 1985. 

The Jackson Hole Airport noise 
compatibility study contains a proposed 
noise compatibility program comprised 
of actions designed for phased 
implementation by airport management 
and adjacent jurisdictions. It was 
requested that the FAA evaluate and 
approve this material as a noise 
compatibility program as described in 
section 104(b) of the Act. The FAA 
began its review of the program on May 
15, 1985, and was required by a 
provision of the Act to approve or 
disapprove the program within 180 days 
(other than the use of new flight 
procedures for noise control). Failure to 
approve or disapprove such program 
within the 180-day period shall be 
deemed to be an approval of such 
program. 

The submitted program contained 20 
proposed actions for noise mitigation on 
and off the airport and for review and 
monitoring of the program. The FAA 
completed its review and determined 
that the procedural and substantive 
requirements of the Act and FAR Part 


‘150 have been satisfied. Fhe overall 


program, therefore, was approved by the 
Administrator effective November 8, 
1985. 

Outright approval was granted for 19 
specific program elements and part of 
the 20th. On-airport actions include an 
access plan to encourage use of quiet 
aircraft, continued use of the existing 


curfew and single event noise approach 
noise limit, a new departure route, 
preferential runway use, an Automatic 


- Weather Observation System and 


continuance of pilot education program. 
Off-airport elements include zoning 
changes, voluntary noise abatement 
procedures, avigation easements, 
transfer of development rights, new 
subdivision regulations, and preventive 
land use planning and policies. The 
program also expands the existing 
notice complaint system and provides 
for noise monitoring and program 
updates. 

Part of one program element relating 
to imposing a nightime curfew on any 
new airlines was disapproved pending 
submission to the FAA of additional 
details to permit an informed analysis 
under section 104{b) of the ASNA Act. 
This disapproval does not reflect FAA 
opposition to the noise mitigation 
objectives of the proposal or of the 
concept on which it is based. Rather, as 
descvibed above, the ASNA Act 
contemplates approval or disapproval 
within the 180-day review period. 
Lacking adequate detail for a proper 
evaluation, the FAA has disapproved 
this action. This does not foreclose 
additional FAA review if additional 
information is submitted by the airport 
operator. 

These determinations are set forth in 
detail in a Record of Approval endorsed 
by the Administrator on November 8, 
1985. The Record of Appreval as well as 
other evaluation materials and the 
documents c the submittal, are 
available for review at the FAA office 
listed above and at the administrative 
offices of the Jackson Hole Airport. 

Approval by the Administrator of the 
Part 150 noise compatibility program 
constitutes approval of the revised noise 
abatement plan by the Department of 
Transportation contemplated in the 
Agreement between the United States 
Department of the Interior and the 
Jackson Hole Airport Board of April 27, 
1983. 

Issued in Seattle, Washington on December 
3, 1983. 

Wayne Barlow, 

Director, Northwest Mountain Region. 

[FR Doc. 85-30309 Filed 12-23-85; 8:45 am] 
BILLING CODE 4910-13-M 


Federal Railroad Administration 
([RS&I-Ap-No. 1015] 


The Atchison, Topeka and Santa Fe 
Raitway Co; Petition 


The Atchison, Topeka, and Santa Fe 
Railway Company has petitoned the 


Federal Railroad Administration (FRA) 
seeking an exemption from the 
requirements of the last sentence of 

§ 236.204 of the Rules, Standards and 
Instructions which reads, “* * * In 


absolute permissive block signaling, 


when a train passes a head block signal 
it shall cause the opposing head block 
signal to display an aspect with an 
indication not more favorable than 
‘STOP’.” This proceeding is identified as 
FRA Rules, Standards and Instructions 


. Application No. 1015. 


After examining the carrier’s proposal 
and the available facts, the FRA has 
determined that a public hearing is 
necessary before a final decision is 
made on this proposal. 

Accordingly, a public hearing is 
hereby set for 10 a.m. on February 25, 
1986, in Hearing Room B, Fourth Floor of 
the Kansas State Office Building at 915 
SW., Harrison Street in Topeka, Kansas. 

The hearing will be an informal one, 
and will be conducted in accordance 
with Rule 25 of the FRA Rules of 
Practice (49 CFR 211.25}, by a 
representative designated by the FRA. 

The hearing will be a nonadversary 
proceeding and, therefore, there will be 
no cross-examination of persons 
presenting statements. The FRA 
representative will make an opening 
statement outlining the scope of the 
hearing. After all initial statements have 
been completed, those persons who 
wish to make brief rebuttal statements 
will be given the opportunity to do so in 
the same order in which they made their 
initial statments. Additional procedures, 
if necessary for the conduct of the 
hearing, will be announced at the 
hearing. 

Issued in Washington, DC on December 19, 
1985. 

J.W. Walsh, 

Associate Administrator for Safety. 

[FR Doc. 85~30364 Filed 12-23-85; 8:45 am} 
BILLING CODE 4910-06- 


[BS-Ap-No. 2402} 
Canadian Pacific, Ltd.; Petition 


The Canadian Pacific, Ltd. has 
petitioned the Federal Railroad 
Administration (FRA) seeking approval 
to discontinue the automatic block 
signal system between Newport, 
Vermont, and Wells River, Vermont, a 
distance of approximately 64 miles, and 
between Newport, Vermont, and 
Magowan, Vermont, a distance of 
approximately 4 miles. This proceeding 
is identified as FRA Block Signal 
Application No. 2402. 





After examining the carrier's proposal 
and the available facts, the FRA has 
determined that a public hearing is 
necessary before a final decision is 
made on this proposal. 

Accordingly, a public hearing is 
hereby set for 10 a.m. on February 12, 
1986, in The Lincoln Inn at 20 Hastings 
Street in St. Johnsbury, Vermont. 

The hearing will be an informal one, 
and will be conducted in accordance 
with Rule 25 of the FRA Rules of 
Practice (49 CFR 211.25), by a 
representative designated by.the FRA. 

The hearing will be a nonadversary 
proceeding and, therefore, there will be 
no cross-examination of persons 
presenting statements. The FRA 
representative will make an opening 
statement outlining the scope of the 
hearing. After all initial statements have 
been completed, those persons who 
wish to make brief rebuttal statements 
will be given the opportunity to do so in 
the same order in which they made their 
initial statements. Additional 
procedures, if necessary for the conduct 
of the hearing, will be announced at the 
hearing. 

Issued in Washington, DC, on December 16, 
1985. 

J.W. Walsh, 

Associate Administrator for Safety. 

[FR Doc. 85-30365 Filed 12-23-85; 8:45 am] 
BILLING CODE 4910-06-M 


[BS-Ap-No. 2482] 


Chicago and North Western 
Transportation Co. 


The Chicago and North Western 
Transportation Company has petitioned 
the Federal Railroad Administration 
(FRA) seeking approval of the proposed 
discontinuance of the automatic block 
signal system between Janesville, 
Wisconsin, and Madison, Wisconsin, on 
its Wisconsin Division, a distance of 
about 51 miles. This proceeding is 
identified as FRA Block Signal 
Application No. 2482. 

After examining the carrier's proposal 
and the available facts, the FRA has 
determined that a public hearing is 
necessary before a final decision is 
made on this proposal. 

Accordingly, a public hearing is 
hereby set for 10 a.m. on February 27, 
1986, in Room 460 of the U.S. Court 
House at 120 North Heary Street in 
Madison, Wisconsin. 

The hearing will be an informal one, 
and will be conducted in accordance 
with Rule 25 of the FRA Rules of 
Practice (49 CFR 211.25), by a 
representative designated by the FRA. 

The hearing will be a nonadversary 


proceeding and, therefore, there will be 
no cross-examination of persons 
presenting statements. The FRA 
representative will make an opening 
statement outlining the scope of the 
hearing. After all initial statements have 
been completed, those persons who 
wish to make brief rebuttal statements 
will be given the opportunity to do so in 
the same order in which they made their 
initial statements. Additional 
procedures, if necessary for the conduct 


_of the hearing, will be announced at-the 


hearing. 

Issued in Washington, DC, on December 19, 
1985. 
].W. Walsh, 
Associate Administrator for Safety. 
[FR Doc. 85-30366 Filed 12-23-85; 8:45 am] 
BILLING CODE 4910-06-M 


Natchez Trace Railroad (NTR) et al. 


In accordance with 49 CFR 211.9 and 
211.41, notice is hereby given that four 
railroads have petitioned the Federal 
Railroad Administration (FRA) for a 
waiver of compliance with the 
provisions of the Hours of Service Act 
(83 Stat. 464, Pub. L. 91-169, 45 U.S.C. 
64a(e)). 

The Hours of Service Act currently 
makes it unlawful for a railroad to 
require specified employzes to remain 
on duty for a period in excess of twelve 
hours. However, the Hours of Service 
Act contains a provision that permits a 
railroad which employs not more than 
fifteen employees who are subject to the 
statute to seek an exemption from the 
twelve-hour limitation. 


Natchez Trace Railroad (NTR); FRA 
Waiver Petition Docket No. HS-85-23 


The NTR seeks a continuation of a 
previously issued exemption so that it 
can permit certain employees to remain 
on duty not more than sixteen hours in 
any twenty-four hour period. 

The NTR states that it is not their 
intention to employ a train crew over 
twelve (12) hours per day under normal 
operating conditions, but that this 
exemption, if granted, would help their 
operation if they encountered unusual 
operating conditions or circumstances. 

The petitioner indicates that granting 
the exemption is in the public interest 
and will not adversely affect safety. 
Additionally, the petitioner asserts that 
it employs not more than fifteen 
employees and has demonstrated good 
cause for granting this exemption. 


Lackawanna Valley Railroad (LVAL); 
FRA Waiver Petition Docket No. HS-85- 
24 


The LVAL provides service between 
Carbon Junction (Moosic), Pennsylvania, 
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and Carbondale, Pennsylvania, a © 
distance of 25 miles. The normal 
operation of the railroad calls for only 
one (1) train per day, with work 
completed within the twelve hour 
limitation. This exemption, if granted, 
would allow the carrier to function if 
they encountered unusual operating 
conditions or circumstances. 

The petitioner indicates that granting 
the exemption is in the public interest 
and will not adversely affect safety. 
Additionally, the petitioner asserts that 
it employs not more than fifteen 
employees and has demonstrated good 
cause for granting this exemption. 


Bay Colony Railroad Corporation 
(BCLR); FRA Waiver Petition Docket 
No. HS-85-25 


The BCLR seeks a continuation of a 
previously issued exemption so that it 
can permit certain employees to remain 
on duty not more than sixteen hours in 
any twenty-four hour period. 

The BCLR states that it is not their 
intention to employ a train crew other 
twelve (12) hours per day under normal 
operating conditions, but that this 
exemption, if granted, would help their 
operation if they encountered unusual 
operating conditions or circumstances. 

The petitioner indicates that granting 
the exemption is in the public interest 
and will not adversely affect safety. 
Additionally, the petitioner asserts that 
it employs not more than fifteen 


, employees and has demonstrated good 


cause for granting this exemption. 


Oregon, California and Eastern Railway 
Company (OCE); FRA Waiver Petition 
Docket No. HS-85-26 


The OCE seeks this exemption so that 
it can permit certain employees to 
remain on duty not more than sixteen 
hours in any twenty-four hour period. 

The OCE provides service over a 64- 
mile long system that primarily hauls 
logs from the woods to a conversion 
facility in Klamath Falls, Oregon. 

The OCE states that it is not their 
intention to employ a train crew over 
twelve (12) hours per day under normal 
operating conditions, but that this 
exemption, if granted, would help their 
operation if they encountered unusual 
operating conditions or circumstances. 

The petitioner indicates that granting 
the exemption is in the public interest 
and will not adversely affect safety. 
Additionally, the petitioner asserts that 
it employs not more than fifteen 
employees and has demonstrated good 
cause for granting this exemption. 

Interested persons are invited to 
participate in these proceedings by 
submitting written views and comments. 
FRA has not scheduled a hearing or 
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other opportunity for oral comments 
since the facts do not appear to warrant 
it. Communications concerning 
proceedings should identify the docket 
number and must be submitted in 
triplicate to the Docket Clerk, Office of 
Chief Counsel, Federal Railroad 
Administration, Nassif Building, 400 
“Seventh Street, SW., Washington, DC 
20590. 

Communications received before 
February 19, 1986, will be considered by 
FRA before final action is taken. 
Comments received after that will be 
considered as far as practicable. All 
comments received will be available for 
examination both before and after the 
closing date for comments during regular 
business hours (9 a.m.-5 p.m.) in Room 
8201, Nassif Building, 400 Seventh 
Street, SW., Washington, DC 20590. 

Issued in Washington, DC on December 16, 
1985. 

J.W. Walsh, 

Associate Administrator for Safety. 

[FR Doc. 85-30367 Filed 12-23-85; 8:45 am} 
BILLING CODE 4010-06-M 


[BS-Ap-No. 2424] 


Seaboard System Railroad; 
Postponement of Public Hearing 


The public hearing in the captioned 
block signal application has been 
postponed by the Federal Railroad 
. Administration (FRA), at the request of 
the railroad, from January 8, 1986, until 
March 26, 1986. Because of the change of 
hearing date, it has also been necessary 
to move the hearing to a different room 
in the same building. (See original 


hearing notice in 50 FR 47319, November — 


15, 1985,) - 

In particular, the hearing has been 
rescheduled for 10 a.m. on Wednesday, 
March 26, 1986, in Room 199 of the South 
Tower at 1718 Peachtree Road, N.W., in 
Atlanta, Georgia. 

The FRA regrets an inconvenience 
occasioned by this change. 

In the application that is the subject of 
this hearing, the Seaboard System 
Railroad (Seaboard) petitioned the FRA 
seeking approval of the proposed 
discontinuance of the automatic block 
_ signal system between Augusia, 
Georgia, and Atlanta, Georgia. This 
proceeding is identified as FRA Block 
Signal Application No. 2424. 

After examining Seaboard's proposal 
and the available facts, the FRA 
determined that a public hearing is 
necessary before a final decision is 
made on this proposal. Accordingly, a 
hearing was scheduled and has now 
been postponed. 


As stated in the original notice, the 
hearing will be informal and will be 
conducted in accordance with Rule 25 of 
the FRA Rules of Practice (49 CFR 
211.25), by a representative designated 
by the FRA. . 

The hearing will be a nonadversary 
proceeding and, therefore, there will be 
no cross-examination of persons 
presenting statements. The FRA 
representative will make an opening 
statement outlining the scope of the 
hearing. After all initial statements have 
been completed, those persons who 
wish to make brief rebuttal statements 
will be given the opportunity to do so, in 
the same order in which they made their 
initial statements. Additional 
procedures, if necessary for the conduct 
of the hearing, will be announced at the 
hearing. 

Issued in Washington, DC on December 19, 
1985. 

J.W. Walsh, 

Associate Administrator for Safety. 

[FR Doc. 85-30368 Filed 12-23-85; 8:45 am] 
BILLING CODE 4910-06-M 


National Highway Traffic Safety 
Administration 


[Docket No. IP85-20; Notice 1} 


Alfa Romeo, Inc.; Receipt of Petition 
for Determination of Inconsequential 
Noncompliance 


Alfa Romeo, Inc. of Englewood Cliffs, 
New Jersey, has petitioned to be 
exempted from the notification and 
remedy requirements of the National 
Traffic and Motor Vehicle Safety Act (15 
U.S.C. 1381 et seg.) for an apparent 
noncompliance with 49 CFR 571.101 and 
571.105, Motor Vehicle Safety Standards 
No. 101, Controls and Displays, and No. 
105, Hydraulic Brake Systems, on the 
basis that it is inconsequential as it 
relates to motor vehicle safety. 

This notice of receipt of a petition is 
published under section 157 of the 
National Traffic and Motor Vehicle 
Safety Act (15 U.S.C. 1417) and does not 
represent any agency decision or other 
exercise of judgment concerning the 
merits of the petition. 

According to paragraph $5 and Table 
2 of Standard No. 101, the brake system 
telltale shall be identified with the word 
“Brake”. Paragraphs $5.3 (a) and (b) of 
Standard No. 105, require that: 

$5.3.5({a) “Each indicator lamp shall 
display word or words, in accordance 
with the requirements of Standard No. 
101 (49 CFR 571.101) and/or this section, 
which shall be legible to the driver in 
daylight when lighted * * *.” 
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(b) If a single common indicator is 
used, the lamp shall display the word 
“‘Brake't?.?:¢7 

The petitioner, Alfa Romeo, Inc., 
produced some 1,150 1986 Spider models 
with the ISO {International Standards 
Organization) symbol for “Brake” 
instead of the word. This was done in 
anticipation of the ISO symbol being 
selected over the other methods of 
identification in proposed changes to the 
standard pending at the time. 

Alfa Romeo indicated that production 
orders have been given to the 
instrument cluster supplier.to retool and 
produce the warning lamp lens with the 
word “Brake”, but before the running 
change can be effected, some 1,150 
vehicles will have been manufactured 
and sold. 

Because of the disproportionate high 
cost due to the small number of vehicles, 
$520 per vehicle claimed by Alfa Romeo, 
the petitioner proposes that the 
following be allowed in lieu of total 
replacement of the instrument panel: 

a. A special label attached to the 
outside of the instrument cluster, which 
would clearly tell the driver that the ISO 
symbol! means “Brake”. 

b. An Owner’s Manual insert 
explaining clearly that the ISO symbol 
means “Brake”. 

All vehicles in Alfa Romeo stock 
would be identified as outlined above. 
In addition, Alfa Romeo dealers stock 
would be identified prior to sale to the 
user. Those vehicles now in the hands of 
users would be identified by recalling 
them for application of an instrument 
cluster label and updating their Owner's 
Manuals. This would be performed 
within Alfa Romeo's standard recall 
procedure, but not according to the 
requirements of 49 CFR Parts 577 and 
579, due to the small quantity involved. 

Interested persons are invited to 
submit written data, views and 
arguments on the petition of Alfa 
Romeo, Inc., described above. 
Comments should refer to the docket 
number and be submitted to: Docket 
Section, National Highway Traffic 
Safety Administration, Room 5109, 400 
Seventh Street, SW., Washington, DC 
20590. It is requested but not required 
that five copies be submitted. 

All comments received before the 
close of business on the closing date 
indicated below will be considered. The 
application and supporting materials, 
and all comments received after the 
closing date will also be filed and will 
be considered to the extent possible. 
When the petition is granted or denied, 
notice will be published in the Federal 
Register pursuant to the authority 
indicated below. 
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Comment closing date: January 23, 


1986. 


(Sec. 102, Pub. L. 93-492, 88 Stat. 1470 (15 
U.S.C. 1417); delegations of authority at 49 
CFR 1.50 and 49 CFR 501.8) 

Issued on December 19, 1985. 
Barry Felrice, 
Associate Administrator for Rulemaking. 
[FR Doc. 85-30384 Filed 12-23-85; 8:45 am] 
BILLING CODE 4910-59-M 


VETERANS ADMINISTRATION 


Agency Forms Under OMB Review 


AGENCY: Veterans Administration. 
ACTION: Notice. 


summary: The Veterans Administration 


has submitted to OMB for review the 
following proposals for the collection of 
information under the provisions of the 
Paperwork Reduction Act (44 U.S.C. 
Chapter 35). This document contains an 
extension and new collections and lists 
the following information: (1) The 
department or staff office issuing the 
form, (2) the title of the form, (3) the 
agency form number, if applicable, (4) 
how often the form must be filled out, (5) 
who will be required or asked to report, 
(6) an estimate of the number of 


responses, (7) an estimate of the total 
number of hours needed to fill out the 
form, and (8) an indication of whether 
section 3504(h) of Pub. L. 96-511 applies. 
ADDRESSES: Copies of the forms and 
supporting documents may be obtained 
from Nancy C. McCoy, Agency 
Clearance Officer (732), Veterans ; 
Administration, 810 Vermont Avenue, 
NW., Washington, DC 20420, (202) 389- 
2146. Comments and questions about the 
items on the list should be directed to 
the VA's OMB Desk Officer, Dick 
Eisinger, Office of Management and 
Budget, 726 Jackson Place, NW., 
Washington, DC 20503, (202) 395-7316. 
DATES: Comments on the information 
collection should be directed to the 
OMB Desk Officer within 60 days of this 
notice. 

Dated: December 18, 1985. 

By direction of the Administrator: 
Everett Alvarez, Jr., 
Deputy Administrator. 


Extension 


1. Department of Veterans Benefits. 

2. Designation of Certifying Official(s). 

3. VA Form 22-8794. 

4. On occasion. 

5. State or local governments; 
Businesses or other for-profit; Non-profit 


BEST COPY AVAILABLE 
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institutions; Small businesses or 
organizations. 

6. 3,200 responses. 

7. 534 hours. 

8. Not applicable. 


New Collections 


1. Department of Veterans Benefits. 

2. Certification of Attendance for a 
Course Leading to a Standard College 
Degree (Under Chapter 30, Title 38, 
U.S.C.). 

3. VA Form 22-8979. 

4. On occasion; monthly. 

5. Individuals or households; State or 
local governments. 

6. 600 responses. 

7. 100 hours. 

8. Not applicable. 

1. Department of Veterans Benefits. 

2. Certificate of Balance on Deposit. 

3. VA Form 22-4718a. 

4. On occasion; annually; biennially; 
triennially. 

5. Individuals or households; State or 
local governments; Federal agencies or 
employees; non-profit institutions. 

6. 20,000 responses. 

7. 1,000 hours. 

8. Not applicable. 


[FR Doc. 85-30363 Filed 12-23-85; 8:45 am] 
BILLING CODE 8320-01-M 





Sunshine Act Meetings 


This section of the FEDERAL REGISTER 
contains notices of meetings published 
under the “Government in the Sunshine 
Act” (Pub. L. 94-409) 5 U.S.C. 552b(e)(3). 


CONTENTS 


Commodity Futures Trading Commis- 
sion 

Federal Reserve System 

National Transportation Safety Board.. 


1 

COMMODITY FUTURES TRADING 
COMMISSION 

“FEDERAL REGISTER” CITATION OF 
PREVIOUS ANNOUNCEMENT: 50 FR 51503. 


PREVIOUSLY ANNOUNCED TIME AND DATE 

OF THE MEETING: 10:00 a.m., December 

19, 1985. 

CHANGES IN THE MEETING: This meeting 

is rescheduled for Monday, January 6, 
1986. 

Jean A, Webb, 

Secretary of the Commission. 

[FR Doc. 85-30501 Filed 12-20-85; 3:08 pm] 

BILLING CODE 6351-01-M 


2 
COMMODITY FUTURES TRADING 
COMMISSION ; 

TIME AND DATE: 11:00 a.m., January 3, 
1986. : 
PLACE: 2033 K Street, NW., Washington 
DC., 8th Floor Conference Room. 
STATUS: Closed. 

MATTERS TO BE CONSIDERED: Market 
Surveillance. 

CONTACT PERSON FOR MORE 
INFORMATION: Jean A. Webb, 254-6314. 
Jean A. Webb, 3 
Secretary of the Commission. 

[FR Doc. 85-30502 Filed 12-20-85; 3:08 pm] 
BILLING CODE 6351-01-M 


3 
COMMODITY FUTURES TRADING 
COMMISSION 


TIME AND DATE: 11:00 a.m., January 10, 
1986. * 


PLACE: 2033 K Street, NW., Washington, 
DC., 8th Floor Conference Room. 


STATUS: Closed. 


MATTERS TO BE CONSIDERED: Market 
Surveillance. 


CONTACT PERSON FOR MORE 
INFORMATION: Jean A. Webb, 254-6314. 


Jean A. Webb, 

Secretary of the Commission. 

[FR Doc. 85-30503 Filed 12-20-85; 3:08 pm] 
BILLING CODE 6351-01-M 


4 
COMMODITY FUTURES TRADING 
COMMISSION 


TIME AND DATE: 11:00 a.m., January 17, 
1986. 


PLACE: 2033 K Street, NW., Washington, 
DC, 8th Floor Conference Room. 


STATUS: Closed. 


MATTERS TO BE CONSIDERED: Market 
Surveillance. 


CONTACT PERSON FOR MORE 
INFORMATION: Jean A. Webb, 254-6314. 


Jean A. Webb, 

Secretary of the Cammission. 

(FR Doc. 85-30504 Filed 12-20-85; 3:08 pm] 
BILLING CODE 6351-01-M 


5 
COMMODITY FUTURES TRADING 
COMMISSION 


TIME AND DATE: 11:00 a.m., January 24, 
1986. 


PLACE: 2033 K Street, NW., Washington, 
DC, 8th Floor Conference Room. 


STATUS: Closed. 


MATTERS TO BE CONSIDERED: Market 
Surveillance. 


CONTACT PERSON FOR MORE 
INFORMATION: Jean A. Webb, 254-6314. 


Jean A. Webb, 

Secretary of the Commission. 

[FR Doc. 85-30505 Filed 12-20-85; 3:08 pm] 
BILLING CODE 6351-01-M 


6 
COMMODITY FUTURES TRADING 
COMMISSION 


TIME AND DATE: 11:00 a.m., January 31, 
1986. 


PLACE: 2033 K Street, NW., Washington, 
DC, 8th Floor Conference Room. 


STaTus: Closed. 


MATTERS TO BE CONSIDERED: Market 
Surveillance. 


Federal Register 
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CONTACT PERSON FOR MORE 
INFORMATION: Jean A. Webb, 254-6314. 


Jean A. Webb, 

Secretary of the Commission. 

[FR Doc. 85-30506 Filed 12-20-85; 3:08 pm] 
BILLING CODE 6351-01-M 


7 


FEDERAL RESERVE SYSTEM BOARD OF 
GOVERNORS 

“FEDERAL REGISTER” CITATION OF 
PREVIOUS ANNOUNCEMENT: Notice 
forwarded to the Federal Register on 
December 12, 1985. 

PREVIOUSLY ANNOUNCED TIME AND DATE 
OF THE MEETING: Approximately 11:30 
a.m., Thursday, December 19, 1985, 
following a recess at the conclusion of 
the open meeting. 

CHANGES IN THE MEETING: Addition of 
the following closed item(s) to the 
meeting with less than one week's 
advance notice to the public: 


1. Issues relating to cost of Federal Reserve 


notes. 
2. Proposed procedures for handling Board 
voting during the holiday period. 


CONTACT PERSON FOR MORE 


~ INFORMATION: Mr. Joseph R. Coyne, 


Assistant to the Board; (202) 452-3204. 


Dated: December 19, 1985. 
James McAfee, 
Associate Secretary of the Board. 
[FR Doc. 85-30422 Filed 12-20-85; 10:39 am] 
BILLING CODE 6210-01-M 


FEDERAL RESERVE SYSTEM BOARD OF 
GOVERNORS 

TIME AND DATE: 3:00 p.m., Thursday, 
December 19, 1985. 


The business of the Board required that 
this meeting be held with less than one 
week's advance notice to the public, and no 
earlier announcement of the meeting was 
practicable. 


PLACE: 20th Street and Constitution 
Avenue, NW., Washington, DC 20551. 
STATUS: Closed. 

MATTERS TO BE CONSIDERED: 

1. Personnel actions (appointments, 
promotions, assignments, reassignments, and 
salary actions) involving individual Federal 
Reserve System employees. 


CONTACT PERSON FOR MORE 


INFORMATION: Mr. Joseph R. Coyne, 
Assistant to the Board; (202) 452-3204. 





52584-52600 Federal Register / Vol. 50, No. 247 / Tuesday, December 24, 1985 / Sunshine Act Meetings 
MRR ARES OFS ae SRC RN RR ETAT RENTS EIT PE: SMM EES AS RA ES 1 TE SE TTI I TTS NE 


Dated: December 19, 1985. 
James McAfee, 
Associate Secretary of the Board. 
[FR Doc. 85-30436 Filed 12-20-85; 11:29 am] 
BILLING CODE 6210-01-M 


NATIONAL TRANSPORTATION SAFETY 
BOARD 

TIME AND DATE: 9:00 a.m., Tuesday, 
January 7, 1985. 

PLACE: NTSB Conference Rooms 8A, B 
C, Eighth Floor, 800 Independence 
Avenue, SW., Washington, DC 20594. 
STATUS: The first three items on the 
agenda will be open to the public; the 


last two items will be closed under 
Exemption 10 of the Government in the 
Sunshine Act. 


MATTERS TO BE CONSIDERED: 


1. Aircraft Accident Report: Galaxy 
Airlines, Inc., Lockleed L-188C, N5532, Reno 
Cannon International Airport, Reno, Nevada, 
January 21, 1985. ; 

2. Marine Accident Report and Letters of 
Recommendation: Capsizing of the U.S. 
Fishing Vessel AMERICUS and 
disappearance of the U.S. Fishing Vessel 
ALTAIR, Bering Sea North of Dutch Harbor, 
Alaska, Febrary 14, 1983. 

3. Marine Accident Report: Grounding of 
the Panamanian-Flag Passenger Carferry M/ 
V A. REGINA at Mona island, Puerto Rico on 
Febrary 15, 1985. 


4. Opinion and Order: Administrator v. 
Woodward Docket SE-6620; disposition of 
respondent's appeal. 

5. Opinion and Order: Administrator v. 
Heinberg, Docket SE-6733; disposition of 
appeal from order of dismissal. 


CONTACT PERSON FOR MORE 
INFORMATION: Catherine T. Kaputa {262) 
382-6525 

Catherine T. Kaputa, 

Federal Register Liaison Officer. 

December 20, 1985. 

[FR Doc. 85-30430 Filed 12-20-85; 10:55 am] 
BILLING CODE 7533-01-M 
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21 CFR Parts 606, 610, and 640 
Biological Products; Blood and Blood 
Derivatives; Implementation of Efficacy 
Review; Proposed Rule 





DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 


Food and Drug Administration 


21 CFR Parts 606, 610, and 640 
[Docket No. 82N-0163] 


Biological Products; Blood and Blood 
Derivatives; Implementation of 
Efficacy Review 


AGENCY: Food and Drug Administration. 
ACTION: Proposed rule. 


SUMMARY: The Food and Drug 
Administration (FDA) is proposing to 
amend the biologics regulations in 
response to the report and 
recommendations of the Panel of 
Review of Blood and Blood Derivatives 
(the Panel). The proposed rules would 
affect blood banks, plasmapheresis 
establishments, and plasma derivative 
manufacturers. The Panel reviewed the 
safety, efficacy, and labeling of blood, 
blood components, blood derivatives, 
and related products. On the basis of the 
Panel's findings and recommendations, 
FDA is proposing to classify products in 
Category I (safe, effective, and not 
misbranded), Category II (unsafe, 
ineffective, or misbranded), and 
Category IIIB (off the market pending 
completion of studies permitting a 
determination of effectiveness). 
Products recommended for Category 
IIIA (formerly defined as on the market 
during further studies in support of 
effectiveness) will be reviewed by the 
Blood Products-Advisory Committee for 
reclassification into Categories I or Ii. 
DATES: Comments on the proposed 
classification of products into Category I 
and on proposed amendments to the 
biologics regulations should be 
submitted by March 24, 1986. Comments 
on the confidentiality of data submitted 
for review by the Panel should be 
submitted by January 23, 1986. 

FDA proposes the following: (1) That 
any final rule based on this proposal 
become effective 60 days after the date 
the final rule is published in the Federal 
Register; (2) that amendments to a 
license application, other than labeling 
amendments, be submitted to FDA 
within 180 days after the date the final 
rule is published in the Federal Register; 
(3) that labeling requirements, other 
than the requirements in §§ 201.56 and 
201.57 (21 CFR 201.56 and 201.57), 
become effective 12 months after the 
date the final rule is published in the 
Federal Register; and (4) that the 
labeling requirements in §§ 201.56 and 
201.57 become effective 30 months after 
the date the final rule is published in the 
Federal Register (see § 201.59). 


SUPPLEMENTARY INFORMATION: 


Table of Contents 


1. Background 

2. Introduction of Panel Report 

3. Stored Red Blood Cell Products; History of 
Blood Transfusion; Donor Standards; 
Testing Donor Blood; and Labeling 

4. Whole Blood (Human) Heparin 

5. Whole Blood (Human) Modified- 
Antihemophilic Factor Removed and 
Whole Blood (Human) Modified-Platelets 
Removed 

6. Red Blood Cells (Human) 

7. Frozen Red Blood Cells (Human) 

8. Cryoprecipitated Antihemophilic Factor 

9. Single Donor Plasma (Human) 

10. Normal Serum Albumin (Human} 

11. Plasma Protein Fraction (Human) 

12. Antihemophilic Fraction (Human) 

13. Factor LX Complex (Human) 

14, Fibrinogen (Human) 

15. Fibrinolysin (Human) 

16. Rh, (D) Immune Globulin (Human) 

17. Thrombin 

18. Fibrinolysin and Desoxyribonuclease, _, 
Combined (Bovine) and Fibrinolysin and 
Desoxyribonuclease, Combined {Bovine} 
with Chloramphenicol 

19. Blood Grouping Diagnostics 

20. Hepatitis B Testing 

21. Antivenins 

22. Normal Horse Serum 

23. Blood Group Substances A, B, and AB 

24. Cobra Venom Products 

25. Human Plasma as.a Source for 
Fractionation Products 

26. Donor Immunization and 
Hyperimmunization : 

27. FDA's Response to the Panel's 
Recommendations 


ADDRESS: Written comments to the 
Dockets Management Branch (HFA- 


305), Food and Drug Administration, Rm. 


4-62, 5600 Fishers Lane, Rockville, MD 
20857. 


FOR FURTHER INFORMATION CONTACT: 
Steven F. Falter, Office of Biologics 
Research and Review, Center for Drugs 
and Biologics (HFN-364), Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, MD 20857, 301-295-8046. 


1. Background 

In the Federal Register of February 13, 
1973 (38 FR 4319), FDA issued § 601.25 
(21 CFR 601.25) concerning procedures 
for the review of the safety, 


effectiveness, and labeling of biological = 


products licensed prior to July 1, 1972. 
Under the panel assignments publish in 


the Federal Register of June 19,1974 {39 
“* products are being resolved by further 


FR 21176), the biological producté« 
reviewed were assigned to one of the * 
following categories: (1) Bacterial, 
vaccines and bacterial antigens with 

“no U.S. standard of potency,” {2) 
bacterial vaccines and toxoids with 
standards of potency, (3) viral vaecines 
and rickettsial vaccines, (4) allergenic. 
extracts, (5) skin test antigens, or {6):.~ 
blood and blood derivatives. 
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Under § 601.25, FDA assigned 
responsibility for the initial review of 
each of the biological product categories 
to a separate independent advisory 
review panel consisting of qualified 
experts to ensure objectivity of the 
review and public confidence in the use. 
of these products. Each panel was 
charged with preparing an advisory 
report to the Commissioner of Food and 
Drugs which was to: (1) Evaluate the 
safety and effectiveness of the biological 
product, (2) review the labeling of the 
biological product, and (3) advise the 
Commissioner on which biological 
products under review are safe, 
effective, and not misbranded. The 
advisory report includes a statement 
classifying products into one of three 
categories. 

Category I designates those biological 
products determined by the Panel to be 
safe, effective, and not misbranded. The 
Panel's statement may include any 
condition relating to active components, 
labeling, tests required prior to release 
of batches, product standards, or other 
conditions necessary or appropriate for 
their safety and effectiveness. 

Category II designates those 
biological products determined by the 
Panel to be unsafe, ineffective, or 
misbranded. 

Category III designates those 
biological products determined by the 
Panel not to fall within either Category I 
or II on the basis of its conclusion that 
the available data are insufficient for 
classification and for which further 
testing is therefore required. Those 
biological products in Category III for 
which continued licensing, 
manufacturing, and marketing, during 
the period of further testing are , 
recommended, are designated as 
Category IIIA. Those biological products 
in Category III for which the suspension 
of their license, pending submission of 
additional data, is recommended are 
designated as Category IIIB. The 
recommendations for either Category 
IIIA or HIB are based on assessment of 
the present evidence of safety and 


»_.effectiveness of the product and the 


potential benefits and risks likely to 

result from the continued use of the 

product for a limited period of time, 
ewhile questions raised concerning the 


study. 

In the Federal Register of December 
13, 1974 (39 FR 43413), FDA requested 
data and information regarding blood, 
blood components, and blood 
derivatives. 

Some concern has been expressed 
that confidential information submitted 
to FDA under § 601.25 will become 
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public information. Data and 

information submitted in response to the 

February 28, 1973, June 19, 1974, and 

December 13, 1974 notices and falling 

within the provisions of 5 U.S.C. 552(b), 

18 U.S.C. 1905, or 21 U.S.C. 331{j) have 

been handled as confidential. However, 

with the publication of this proposed 
implementation and the Panel's findings, 
such data and information will, under 

§ 601.25(b}{2), be made publicly 

available after January 24, 1986 and may 

be viewed at the Dockets Management 

Branch (address above), except to the 

extent that the person submitting the 

data and information demonstrates that 
it still falls within the confidentiality 
provisions of one or more of the above 
statutes. Accordingly, comments 
concerning confidentiality should be 

- submitted by January 23, 1986. 

The Panel appointed by FDA to 
review the data and information 
submitted and to prepare a report on the 
safety, effectiveness, and labeling of 
blood, blood components, blood 
derivatives, and related products 
included the following individuals: 
Panel Chairman, Scott N. Swisher, M.D., 

Professor, Department of Medicine, 

Michigan State University, East 

Lansing, MI 48823; 

Joseph R. Bove, M.D., Director, Blood 
Transfusion Service, Yale-New Haven 
Hospital, New Haven, CT 06510; 

John A. Collins, M.D., Chairman, 
Department of Surgery, University 
Medical Center, Stanford, CA 94305; 

William:S. Howland, M.D., Chairman, 
Department of Anesthesiology, . 
Memorial Hospital, New York, NY 
10021; 

Robert D. Langdeil, M.D., Professor of 
Pathology, School of Medicine, 
University of North Carolina, Chapel 
Hill, NC 27514; 

Jacob Nusbacher, M.D., Director, 
Rochester Regional Red Cross 
Program, Rochester, NY 14607; 

Sherrill J. Slichter, M.D., Associate 
Director, Puget Sound Blood Center, 
University of Washington, Seattle, 
WA 98104. 

The Panel was convened on June 26, 
1975, in an organizational meeting. 
Working meetings were held: August 22- 
23, October 31-November 1, 1975; 
January 9-10, March 19-20, May 5-6, 
June 25, October 1-2, November 12-13, 
1976; January 14-15, March 11-12, June 
17-19, October 7-8, November 18-19, 
1977; January 6-7, March 10-11, May 12- 
13, July 17-18, December 15-16, 1978; 
and November 15-16, 1979. 

Two nonvoting liaison representatives 
served on the Panel. Louis M. Aledort; 
M.D., nominated by the National 
Hemophilia Foundation, served as the 


consumer representative. Margaret 
Hilgartner, M.D., or Robert Schwartz 
substituted for Dr. Aledort during his 
absences. John Adams, Ph.D., of the 
Pharmaceutical Manufacturers 
Association, nominated by a number of 
producers with products under review 
by the Panel, served as the industry 
representative. Karl Bambach, Ph.D., or 
Charles B. Cleveland substituted for Dr. 
Adams during his absences. Morris 
Schaeffer, M.D., Ph.D., participated in 
the Panel meetings in his capacity as 
Director of the Office of Scientific 
Advisors and Consultants, FDA. Clay 
Sisk, in the Office of Scientific Advisors 
and Consultants, FDA, served as 
Executive Secretary of the Panel. 

In addition, the Panel considered the 
advice of the following consultants: 

Edward H. Mealey, Ph.D. 

Findlay E. Russell, M.D., Ph.D. 

James T. Sgouris, Ph.D. 

Over 290 persons attended one or 
more meetings of the Pane] and many 
participated in the open discussions. 
Every person who requested an 
opportunity was heard by the Panel. The 
names of these persons are on file with 
the Dockets Management Branch as 
listed in the Summary Minutes of each 
meeting. ® 

The Panel on Review of Blood and 
Blood Derivatives evaluated all data 
submitted for the following blood, blood 
derivatives, and other related products: 


Licensed Biological Products 
Considered by the Panel ' 


Blood Bank Products 


Stored Red Blood Cell Products 

(Includes Whole Blood (Human) ACD 
and CPD) 

Whole Blood (Human) Heparin 

Whole Blood (Human) Modified 

Red Blood Cells (Human) 

Red Blood Cells (Human) Frozen 

Cryoprecipitated Antihemophilic Factor 
(Human) 

Single Donor Plasma (Human) 


Plasma Fractionation Products 


Normal Serum Albumin (Human) 

Plasma Protein Fraction (Human) 

Antihemophilic Factor (Human) 

Factor IX Complex (Human) 

Fibrinogen (Human) 

Fibrinolysin (Human) 

Rh,(D) Immune Globulin (Human) 

Thrombin 

Fibrinolysin and Desoxyribonuclease 
Combined (Bovine) {with and without 
Chloramphenicol) 


In Vitro Diagnostics 
Blood Group Diagnostics 


Only biological products that have been licensed 
prior to July 1. 1972, are reviewed in this report. 


BEST COPY AVAILABLE 


Blood Grouping Serums 

Reagent Red Cells 

Anti-Human Serum 
Hepatitis B Testing Reagents 


Miscellaneous Products 


Antivenins (three products) 
‘Normal Horse Serum 

Blood Group Substances A & B 
Cobra Venom Products 


Data submitted for these products are 
cited by Biologics Efficacy Review (BER) 
volume numbers. The volumes will be 
available in accordance with the 
provisions of 21 CFR 601.25{b}(2) at the 
Docket Management Branch (address 
above). 

The following products were 
originally listed for Panel review in the 
December 13, 1974 notice, but are no 
longer licensed as biological products 
and are not reviewed in the Panel's 
Report: 

Albumin Microspheres (Human) 
Anti-Human Chorionic Gonadotropic 

Serum 
Modified Plasma (Bovine) 

Radioactive Albumin products 
Russell Viper Venom 


The advisory panel appointed to 
review data and information concerning 
the safety, effectiveness, and labeling of 
blood and blood. products has completed 
its review and has submitted its report 
to the Commissioner. FDA announced 

* the availability the Panel's report to the 
public in the Federal Register of 
November 21, 1980 (45 FR 77134). The 
Final Report of the Panel on Review of 
Blood and Blood Derivatives follows. 


2. Introduction to Panel Report 


The last decade has seen rapid 
progess in those areas of science basic 
to blood transfusion therapy. This has 
also been a decade of significant change 
in clinical practice; many changes have 
occurred as a result in the ways in 
which blood and blood products are 
employed as therapeutic agents. 

A few examples can be cited. Our 
knowledge about the problem of post- 
transfusion hepatitis has broadened 
greatly. Testing donors for the presence 
of the hepatitis B associated antigen has 
effected significant reduction of the 
incidence of this disorder following 
infusion of materials that potentially 
carry this agent. In turn, this has focused 
attention on the problem of so-called 
“non-A, non-B” hepatitis for which 
adequate testing procedures do not 
exist: The blood coagulation system and 
its complex interrelationships with the 
complement system and the kinin 
system has been further elucidated. 
Similiarly, clinical experiences with 
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therapeutic preparations of 
procoagulant proteins has increase our 
understanding of their utility as well as 
limitations on that utility. We not have a 
much better understanding of the 
physiological role of albumin, coupled 
with greatly improved clinical 
management of shock and massive 

“blood loss. Factors affecting oxygen 
transport by intact red cells have 
become known, and their clinical 
significance explored. 

These and other developments 
indicate that a review of blood and 
blood products licensed in earlier times 
before our new knowledge was 
available is timely and in the public 
interest in assuring the safety and 
effectiveness of these materials. This 
review is the product of one of six 
advisory panels of FDA's Bureau of 
Biologics and is part of the general 
review of biological products licensed 
prior to July 1972 (see 21 CFR 601.25). 
(Note: Since the time of that Panel's 
submission of his report, FDA has been 
reorganized. The Bureau of Biologics is 
now the Office of Biologics Research 
and Review (OBRR)}, Center for Drugs 
and Biologics.) 

The. work of the Panel on Review of 
Blood and Blood Derivatives has 
occupied a stipulating and informative 3 
years. At the outset, it seemed that the 
Panel's task would be an easy one. The 
Panel was to deal with a well 
developed, widely distributed, and 
accepted group of technologies, a 
number of familiar products and 
therapeutic materials in widespread use 
by most physicians in practice. As the 
work of the Panel progressed, a 
significantly different picture emerged. 
In some areas, particularly with older 
products, it appeared that highly 
defensible scientific information about 
safety and efficacy was scarce. In 
dealing with some of these problems, it 
became necessary to rely upon 
consensus based upon common 
experience. This experience does, 
however, point out that the standards 
which are now applied to justify the 
introduction of new products have 
evolved along with the scientific 
knowledge which makes new products 
possible. It would seem that the 
complexity of the regulatory process has 
grown no faster than has understanding 
of the biological and clinical 
ramifications related to the introduction 
of new products. 

A second observation was quickly 
made by the Panel: There are many 
eminently researchable problems which 
relate to a wide variety of blood 
products that present the opportunity for 
further improvement and refinement of 


these products and their clinical utility. 
Much of the effort of the Panel has gone 
into attempts to define these problems 
in researchabie terms and to direct 
them, where possible, to appropriate 
investigators and sources of support for 
the work. It is the strong feeling of the 
Panel that this aspect of its work may, in 
the long run, be the most rewarding in 
terms of improved safety and 
effectiveness of the products review. 

This Panel has had to deal with a 
situation rather different from that 
which has confronted previous panels 
which have reviewed other biological 
therapeutic materials. The bulk-of the 
products reviewed are actually . 
produced widely throughout the country 
in installations which range from large 
centralized blood banks, through smaller 
units, down to the size of a blood bank 
supported by an individual hospital. 
There are no large industrial 
“manufacturers” whose submissions 
and protocols can be reviewed as the 
basis for safety and efficacy 
determinations for therapeutic materials 
produced by blood banks. Thus, in this 
area, a manufacturer-by-manufacturer 
review of the Panel of every blood bank 
product is manifestly impossible. Rather, 
the Panel has had to rely upon years of 
experience with these materials, 
publications in the literature, 
submissions of procedures and 
standards of large blood bank 
organizations, data available in license 
applications, generic procedures 
specified by good manufacturing 
practices and standards of accreditation 
as the basis upon which to make 
judgments about safety and 
effectiveness of those products. In those 
areas in which commercial 
manufacturers do operate, as in the case 
of plasma derivatives, the more typical 
review of submitted information has 
been carried out. Some products were 
therefore reviewed only generically and 
recommendations made accordingly, 
leaving the determination of compliance 
for each manufactured product to the 
Bureau of Biologics which evaluates 
each installation. 

The Panel has also been impressed 
with the difficulties encountered in 
obtaining adequate clinical 
investigational data upon which certain, 
decisions about safety and effectiveness 
depend. Frequently the inadequacy of 
data is quantitative; not enough 
observations have been made to permit 
an adequate judgment, although there 
may be nothing wrong with the data that 
have been obtained. This problem arises 
in evaluating materials which have 
limited or no commercial sponsorship. It 
is also encountered in circumstances 
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where a commercial manufacturer is 
unable to recruit enough clinical 
investigational resources within 
reasonable cost boundaries to complete 
a clinical evaluation which has been 
started. These difficulties are at the 
heart of the problem of shortening the 
time required for approval of new 
products or modification of old ones. 
Thought should be given to organizing a 
national clinical investigation resource 
to solve this problem in a cost-effective 
way. The Panel has no 
recommendations in this regard, but it is 
impressed with the significance of this 
problem in the effort to provide timely 
responsive regulatory actions. 

The Panel wishes to thank the many 
people who have supplied it with 
consultation, expert opinion, data, and 
statements of interest for its 
consideration of a wide range of 
problems. These people have been 
related to the major blood-banking 
organizations of this country, academic 
institutions, industry, and the staff of the 
Division of Blood and Blood Products in 
OBRR. Without the help of these-people 


_and organizations, the work of the Panel 


could not have been completed. 

Finally, the Panel wishes to express 
its strong feeling that this one-time 
review, whereas it has certain values as 
it stands, will be primarily of value if it 
is kept current by an on-going dynamic 
process. The science which underlies 
blood transfusion is rapidly changing. 
The potential exists now for 
development of many new products 
from blood. Rapid changes in health 
care delivery practices will occur in the 
near future. These factors will make a 
continuing review of this area over some 
reasonably short cycle of great value in 
assuring that the regulatory process 
enhances and supports the delivery of 
health care by providing safe and 
effective blood and blood products in a 
timely fashion to those who use them. 
The Panel has viewed its ; 
responsibilities from this perspective 
and has diligently attempted to provide 
a starting point for future activities in 
this direction. There are a number of the 
major unresolved issues which the Panel 
has identified. In most instances, 
additional information, the product of 
specific research, will be needed to 
resolve the problems which remain. 
Where it has been necessary to make a 
decision to deal with a specific problem 
until adequate data become available, 
conservative positions have been taken 
which have a “fail safe” character with 
regard to at least the issue of safety. 
With regard to effectiveness of products 
in this category, it should be noted that 
the materials reviewed have been in 
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widespread use over a period of years, 
and effectiveness has been documented 
’ at least by common experience. Thus 
the issue of effectiveness has been a 
lesser consideration when adequate 
data are lacking for decisionmaking in 
these cases. 


3. Stored Red Blood Cell Products, 
History of Blood Transfusion, Donor 
Standards, Testing Donor Blood, and 
Labeling 


Generic Statement 


1. Introduction—a. History of blood 
transfusion. Although occasional 
successful blood transfusions were 
given in the 19th century, little real 
progress could be made until two major 
problems, immunological donor- 
recipient incompatibility and blood 
storage without clotting, were solved. In 
1900, Landsteiner (Refs. 1 and 2) 
described what we now know as the 
ABO blood groups, and in 1911 
Ottenberg (Ref. 3) applied this discovery 
to the selection of blood for transfusion. 
Progress in delineating other erythrocyte 
antigens was slow. Although in 1927 
Landsteiner and Levine described the 
MN and P systems (Ref. 4), it was not 
until the discovery of the Rh system by 
Landsteiner and Weiner (Ref. 5) and 
Levine and Stetson (Ref. 6) in the early 
1940's that immunologically safe blood 
transfusion could be practiced. Equally 
important at this time was the 
development of the antiglobulin test by 
Coombs et al. (Ref. 7) for the detection 
of nonagglutinating red cell antibodies. 
In subsequent years, new erythrocyte 
antigens were discovered at a 
remarkable rate; more than 400 
antigenic specificities have now been 
described. 

After the discovery of the ABO blood 
group, direct transfusion, a surgical 
procedure in which the donor's artery 
and recipient's vein were temporarily 
anastomosed, became popular. This was 
followed by the introduction of syringes 
or pumps to convey blood from donor to 
recipient. Direct donor-recipient 
transfusion became the standard 
practice for many years. A major 
difficulty was the tendency of the blood 
to clot, and the only logical solution was 
to find a safe anticoagulant to prevent 
this complication. 

The safety of citrate for intravenous 
administration was demonstrated by 
Hustin in 1914 (Ref. 8) and by Agote 
(Ref. 9) and Lewisohn {Ref. 10) a year 
later. Rous and Turner (Ref. 11) in 1916 
showed the beneficial effect of added 
dextrose on red blood cell preservation. 
Many years later, Maizels (Ref. 12) 
demonstrated that dextrose exerted its 
favorable effect by providing a source of 


energy for the synthesis of organic 
phosphate compounds. The acidification 
of the anticoagulant-preservative 
solution was first studied by Loutit, et 
al. (Ref. 13) in 1943 to prevent 
caramelization of the dextrose solution 
during sterilization. Serendipitously, it 
was found that acidification also gave 
better red cell preservation as judged by 
post-transfusion survival. The original 
Anticoagulant Citrate Dextrose (ACD) 
solution, suggested by Loutit and 
Mollison (Ref. 14), in 1943, has been 
modified primarily to reduce its volume. 

Stored blood was first used by Rous 
and Turner (Ref. 11) in 1916, and in 1917 
Robertson (Ref. 15) introduced it for 
treating battlefield casualties. 
Transfusion of stored, anticoagulated 
blood became a reality when the first 
blood banks were organized in 1937 in 
Chicago and in 1938 in New York City. 
Forty-four years later, in 1982, an 
estimated 9,349,700 units of whole blood 
were collected in the United States by 
5,400 blood banks and transfusion 
services (Ref. 16). 

A major development in blood bank 
practice occurred in the mid 1960's with 
the introduction of plastic collection 
containers which have replaced glass 
bottles as the standard blood container. 
This made possible the separation of 
whole blood into various compenents in 
an integral, closed sterile system. An 
inevitable result of component 
production from whole blood is the 
availability of Red Blood Cells (Human) 
(“packed cells”). This product is now 
widely used when erythrocyte 
transfusion is indicated and currently 
accounts for about 40 percent of all such 
transfusions in the United States. 

b. Whole Blood (Human) ACD. 
Evaluation of the efficacy of ACD 
anticoagulant-preservative has rested 
primarily on satisfactory clinical 


: responses following transfusion and on 


studies of post-transfusion red blood cell 
viability and survival. The accepted 
survival standard requires that on the 
last storage date at least 70 percent of 
the red blood cells be viable for at least 
24 hours after transfusion. Both whole 
blood and red blood cell concentrates 
collected into ACD solution and stored 
at 2 to 6 °C easily meet this standard 
(Refs. 13, 14, and 28). Post-transfusion 
survival is related to the maintenance of 
adenosine triphosphate (ATP) levels in 
erythrocytes (Refs. 22 and 30). 

Optimum storage, however, should 
encompass both erythrocyte survival 
and appropriate function. The major 
erythrocyte function, delivery of oxygen 
to tissues, is related to many variables, 
including erythrocyte 
diphosphoglycerate (DPG) level (Refs. 33 
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and 34). Red cells depleted of DPG 
release oxygen to tissues less readily 
than those which have normal levels. 
When human blood is collected in ACD, 
the DPG levels fall precipitously to 
approximately one-third normal after 1 
week of storage (Ref. 35 and 241). 
However, the clinical significance of 
transfusion with DPG-depleted red cells 
is unclear. 

c. Whole Blood (Human) CPD. In 1957 
Gibson et al. (Refs. 36) published studies 
on modified ACD solutions buffered by 
phosphate to higher pH levels. This 
anticoagulant-preservative, citrate- 
phosphate-dextrose (CPD), was found to 
be superior to ACD in that 80 percent of 
the red cells retained viability after 32 


' days storage. Other studies (Refs. 21, 23, 


and 28) have confirmed that CPD stored 
erthrocytes have better survival than 
those stored in ACD, although not to the 
extent originally claimed. In addition, 
DPG levels in CPD-stored blood are 
better maintained; levels appear to be 
normal for approximately 1 week of 
routine blood bank storage (Ref. 35). 
Appropriate testing also has 
demonstrated that other blood 
constituents-are not affected 
deleteriously by this anticoagulant when 
compared with ACD (Refs. 37 and 39). 
The formulas for ACD and CPD solution 
are contained in 21 CFR 640.4{d). In 
1971, CPD was licensed as an 
anticoagulant-preservative by the 
Bureau of Biologics and has largely 
replaced ACD in general transfusion 
practice. 

d. Recommendations for Whole Blood 
(Human). The Panel recommends that 
Whole Blood (Human} ACD and CPD be 
placed in Category I with changes in 
collection, processing, and labeling as 
discussed subsequently in this 
statement. The designation “Human” 
should be deleted from the product 
names. 

2. Possible hazards of red blood cell 
product transfusion—a. Metabolic 
problems related to transfusion—(1) 
Introduction. Numerous metabolic 
changes occur in blood during storage. 
These are of clinical importance only 


when transfusion is massive, rapid 


infusion of large quantities of blood 
relative to the recipient's blood volume 
or when the recipient is particularly 
susceptible to these changes. In all other 
cases, the metabolic complications 
resulting from transfusion are minimal. 
The important changes are discussed in 
the next 14 sections of this statement. 
(2) Changes in blood during storage in 
citrate. Red blood cells stored in ACD or 
CPD undergo a progressive loss of ATP, 
loss of membrane lipid, increased 
rigidity, loss of 2,3-DPG which begins 





immediately in ACD and after 1 week of 
storage in CPD, loss of intracellular 
potassium, and gain of intracellular 
sodium. After transfusion, the 
electrolyte changes reverse, ATP and 
2,3-DPG are restored to normal, shape 
and flexibility return to normal, and the 
life span for surviving cells is 
unimpaired. The loss of membrane lipid 
and increased susceptibility to osmotic 
hemolysis are not corrected (Refs. 194 
through 196). : 

The plasma of stored whole blood 
contains a number of potentially 
significant abnormalities: about 14.5 
millimoles of citrate per liter which is in 
excess of the amount required to bind 
ionized calcium in the blood collected, a 
high lactate level and consequently a 
large metabolic acid load (25 to 40 mEq/ 
L). potassium levels up to 30 mEq/L by 
the third week of storage, ammonia 
levels up to 1 mg/dL, a variety of 
vasoactive agents, and denatured 
proteins. If given rapidly without 
warming, blood carries a significant 
negative thermal load (Refs. 112 and 
197). 

(3) Citrate toxicity. Citrate avidly 
binds ionized calcium. This is why it is 
effective as an anticoagulant. To 
guarantee complete anticoagulation 
there is a deliberate excess of citrate in 
each unit of blood. Therefore, recipients 
of massive transfusion are receiving not 
just blood that is free of ionized calcium, 
but also an infusion of free citrate. 
Theoretically, death can result from the 
depression of ionized calcium levels 
below a critical level in the recipient. 
This can be prevented by the 
administration of ionized calcium during 
the infusion of citrate. However, the 
quantitative aspects of calcium balance 
change rapidly in vivo, and a great 
excess of ionized calcium is as lethal as 
is a severe deficiency. Empirical 
treatment can thus be quite dangerous. 

The patient's defenses against citrate 
infusion fall into two categories, the 
removal of the infused citrate and the 
mobilization of ionized calcium. Citrate 
is removed primarily by metabolic 
conversion. Since citrate is a normal 
intermediary metabolite and part of the 
tricarboxcylic acid cycle, it is 
methabolized in every nucleated cell in 
the body. While citrate levels in the 
recipient do rise during rapid 
transfusion, marked elevations are 
usually found only at transfusion rates 
of greater than one unit of blood every 5 
minutes for the normalsized adult (Ref. 
198 through 200). The citrate 
concentration in recipients falls rapidly 
upon slowing or stopping the 
transfusion. 

Bunker et al. (Refs. 198) reported 
impaired rates of metabolism of citrate 


when the recipient was hypotensive, 
had diffuse liver disease, or was 
allowed to become cold. Howland et al. 
(Refs. 199) found more evidence of 
impairment with hypotension alone. As 
hypoperfusion, liver disease, and 
hypothermia can often be found in 
massively transfused patients, these 
critical points need more careful 
documentation. In massively transfused 


‘combat casualties in Vietnam, 


transfused lactate was found to be 
removed very rapidly, presumably 
indicating a similar efficiency in 
handling transfused citrate because of 
the similar mechanisms for the 
metabolic conversion of both organic 
acids (Ref. 201). 

The ability of the transfused patient to 
mobilize calcium in his or her defense 
depends on two factors: the release of 
parathyroid hormone (PTH) and the 
mobilization of calcium from bone by 
the effect of the newly released 
parathormone. The rise in parathormone 
levels in response to the infusion of 
citrate is extremely rapid (Refs. 202 and 
203). This implies release of preformed 
PTH and raises the question of whether 
sustained infusion of citrate, as occurs 
during extended massive transfusion, 
can be handled adequately once the 
stores of PTH have been depleted, and 
the response then relies on synthesis of 
new hormone. Blood flow to bone is 
significantly reduced in hemorrhagic 
hypotension. This must result in 
impaired mobilization of calcium, but 
studies on calcium mobilization 
following hemorrhage are lacking. 
Several studies (Refs. 204 and 205) 
indicate that the relationship between 
the blood citrate level and the ionized 
calcium Jevel is not a set one, indicating 
that the patient's mobilization of 
calcium can be an effective response 
even when citrate cannot be removed 
completely. 

These relationships ‘are further 
complicated by the effect of blood pH. 
Alkalosis increases the binding of 
ionized calcium by plasma proteins and, 
at least in some animals, appears to 
produce a decrease in the concentration 
of total calcium in the blood (Refs. 206 
through 208). Alkalosis also leads to 
higher blood levels of citrate and higher 
tissue levels, especially in the renal 
cortex and less so in the liver, implying 
impaired metabolism of citrate (Ref. 
209). There have been no studies, 
however, on the effect of alkalosis on 
the ability to metabolize infused citrate. 
In the often-quoted study of Bunker (Ref. 
198), clinical signs and symptoms of 
hypocalcemia were related blood levels 
of citrate, but estimations of the ionized 
calcium were made without regard to 
changes in pH. Sodium citrate was used 
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as the anticoagulant in these studies and 
produced a marked alkalemia in the 
recipients, some of whom exhibited a 
decline in serum total calcium during the 
citrate infusions rather than the 
expected rise. Other investigators (Refs. 
199 and 210) using standard 
anticoagulant infusions instead of 
sodium citrate have noted much less 
change in human volunteers at similar 
rates of anticoagulant infusion. 

More recently, a number of clinical 
studies (Refs. 211 through 215), using the 
calcium ion sensitive electrode, have 
shown that there is some depression of 
ionized calcium level in most transfused 
patients, but the physiologic significance 
of this degree of depression remains 
obscure. When studied, the recovery 
was very rapid after transfusion ceased. 
An exception is the study of Cooper et 
al. (Ref. 216) in which rather significant 
changes in myocardial contractility | 
were related to depression of the 
ionized calcium level in the blood of 
patients coming off cardiopulmonary 
bypass. It is possible, of course, that 
such patients may be unusually 
sensitive to alterations of ionized 
calcium levels as appears to be true for 
their sensitivity to alternations of acid- 
base balance. In addition, the rates of 
transfusion were very rapid. Another, 
more recent study (Ref. 215), 
demonstrates no reduction in cardiac 
output despite lowering of the ionized 
calcium levels. - 

Objections to the routine 
administration of calcium after 
transfusion have been raised on the 
basis of sporadic case reports of severe 
iatrogenic hypercalcemia (Ref. 217). This 
potentially important problem is still 
handled in an empirical manner because 
of the lack of adequate data. The 
calcium ion sensitive electrode may 
allow some of these old questions about 
citrate toxicity to be answered 
adequately. Perhaps some readily 
acceptable and practical criteria, such 
as on-line analysis of 
electrocardiographic changes as 
indicators of the need for ionized 
calcium supplementation can be 
developed. For the time being, it is 
probably safe to assume that a 
normothermic adult with a functioning 
liver can tolerate a unit of blood every 5 
minutes without requiring supplemental 
calcium. Empirical supplementation 
with ionic calcium is rarely necessary, 
but should be considered for those 
recipients who are doing poorly without 


apparent cause. 


(4) Coagulation abnormalities. One 
complication of massive transfusion is 
pathological diffuse bleeding. This not 
only interferes with efforts to control the 
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original hemorrage, but in turn, leads to 
the requirement for more blood 
replacement. Such bleeding 
abnormalities are often attributed to the 
dilutional effect on coagulation factors 
of the transfusions themselves. 

Some coagulation factors are absent 
or deficient in stored blood. Platelets, 
even if present, do not function 
normally. Depending upon storage time, 
concentrations of Factors V and VIII 
may be as low as.15 to 30-percent, and 
Factor XI may be 20 percent of normal. 
Ionized calcium of course is absent, but 
it is not likely that this has an 
anticoagulant effect because the cardiac 
effects of severe hypocalcemia are 
probably lethal before levels low enough 
to interfere with coagulation are 
reached. 

Published studies on the coagulation 
changes in massively transfused 
patients show a.variety of clotting . 
abnormalities such that it is difficult to 
assign a pattern to the defects (Refs. 218 
through 225). 

Three groups of observations, 
however, indicate that the clotting 
abnormalities in massively transfused 
patients are due to more than simple 
dilution from transfusion with stored 
blood. These observations suggest a 
superimposed abnormality of clotting 
factor consumption, presumable 
disseminated intravascular coagulation 
(DIC). There is often depression of the 
various clotting components to levels 
lower than could be expected from the 
degree of exchange transfusion that has 
occurred. In addition, these patients 
often have hypofibrinogenemia, which 
cannot be explained by transfusion with 
stored blood since the fibrinogen 
content of stored blood is normal. 
Finally, in some seriously injured 
patients, marked abnormalities of the 
coagulation system existed before or 
very early during the course of 
transfusion. In these patients, the 
coagulation abnormalities tended to be 
corrected during the course of 
transfusion and reverted to the 
pretransfusion levels when transfusion 
was stopped (Ref. 221). Taken together 
these findings suggest that DIC is one 
cause of the major coagulation 
abnormalities found at times in 
massively transfused patients. 

Important confirmation of this concept 
is found in data presented recently on 
massively transfused patients (Ref. 226). 
When a series of coagulation test results 
were plotted against the amount of 
blood transfused, there was little 
evident correlation, but when the 
patients were grouped according to the 
amount of time they remained 
hypotensive, there was:a strong 
correlation. The more prolonged the 


hypotension, the worse the coagulation 
abnormalities at the same level of 
transfusion. This implies that perfusion 
was the critical variable, not the 
quantity of blood transfused. 

The pathogenesis of DIC with massive 
transfusion is unclear..Hypoperfusion 
and extensive tissue damage or necrosis 
almost certainly contribute. Transfusion 
itself may also facilitate the 
development of DIC by a number of 
mechanisms. There is probably partial 
activation of some clotting factors 
during storage, and breakdown of 
platelets, white cells and some red cells 
which release thromboplastic material 
into the stored blood. A hemolytic 
transfusion reaction is a well-recognized 
cause of DIC. Whatever the cause for 
the DIC, the key to management appears 
to be maintenance of good perfusion for 
several hours during which the patient 
will often correct the continuing 
consumption of clotting factors. This, of 
course, can be difficult in a massively 
bleeding patient. There is little 
indication for heparin therapy in such 
patients, and enthusiasm for this 
therapy is waning. 

In addition to DIC, intpaired platelet 
function has been associated with 
massive transfusion. While dilutional 
thrombocytopenia has been noted 
repeatedly in these patients, the platelet 
counts are rarely below 50,000 per cubic 
millimeter, a level sufficient for 
adequate hemostasis in most 
circumstances. A recent study (Ref. 225) 
on heavily transfused trauma patients 
suggests an impairment in platelet 
function but it is not clear if these 
function tests were corrected for the 
lower platelet counts seen. DIC itself 
can cause impaired platelet function. 
This is an important question because 
an induced defect in platelet function 
would complicate management of the 
bleeding problem and increase the need 
for further transfusion, but is potentially 
correctable with platelet concentrates, 
Platelet function should be a focus of 
attention in current and subsequent 
studies on the problems of massive 
transfusion. 

(5) Acid-base alterations (Ref. 201). 
Three-week-old stored citrated blood 
contains an acid load of up to 30 to 40 
mEq per liter, and patients requiring 
massive transfusion often have a 
preexisting metabolic acidosis. Studies 
in animals indicate that the acidity of 
stored blood may contribute to failure of 
resuscitation from hemorrhage. It is 
understandable, therefore, that some 
authors have proposed the routine 
administration of alkalinizing solution 
during massive transfusion, supporting 
these suggestions with uncontrolled 
clinical observations. 
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The situation, however, is more 
complex than it appears. The excess 
acidity of stored blood is due mainly to 
the citric acid in the anticoagulant and 
the lactic acid generated during storage. 
Both are organic acids, normal 
intermediary metabolites, and are 
rapidly metabolized under normal 
conditions. The preexisting acidosis is 
also a lactic acidosis which can be 
reversed rapidly when perfusion is 
restored. The impact of the transfusion 
of stored blood on the acid-base status 
of the recipient then is not one of simple 
buffering in a closed system, but is 
rather complex involving rates of 
administration, metabolic removal, and 
the changing status of peripheral 
perfusion in the recipient which relates 
both to production and metabolism of 
lactate. 

Studies in Vietnam showed that 
patients whose blood pressure was 
restored by the transfusion, and even 
some who remained hypotensive, easily 
handled the infused acid load of 
transfusion and reversed the preexisting 
metabolic acidosis (Refs. 201 and 227). 
Those in whom hemorrhage was not 
controlled during transfusion, most of 
whom died, exhibited increasing 
acidosis that was probably due more to 
persistent and worsening hypoperfusion 
than to the transfusion itself. 
Administration of alkalinizing agents to 
this latter group was futile. Besides 
being unnecessary, the routine use of 
alkalinizing solution presents several 
disadvantages. An induced alkalemia 
will impair oxygen delivery by shifting 
the oxyhemoglobin dissociation curve to 
the left, will increase the sodium load in 
patients whose ability to excrete salt / 
and water is impaired, and may delay 
the return of ionized calcium to normal 
levels following cessation of the 
infusion. 

The results discussed above were 
obtained in previously healthy young 
adults whose resuscitation was carried 
out in a high ambient temperature that 
prevented the development of 
hypothermia. In these patients failure to 
restore perfusion was almost always 
due to failure to control hemorrhage or 
to injury to a vital organ, rather than to 


. acidosis per'se. The need for 


alkalinizing agents should be based.on 
objective measurements of blood gases 
and pH rather than on empirical 
formulas. 

One clinical situation in which 
acidosis may occur during massive 
transfusion is exchange transfusion in 
the newborn. One recent study in 
infants indicated that transfusion- 
induced acidosis was not.a problem 
(Ref. 228). The blood used, however, 





was 1 to 4 days old and therefore had 

-less lactic acid than is found in blood 
approaching the third week of storage. 
Also, none of the infants were less than 
5 days old. 

(6) Alterations in oxygen transport. In 
the simplest of terms, the oxygen 
delivering capacity can be thought of as 
a product of blood flow and oxygen 
content. Oxygen content, in turn, is a 
function of hemoglobin concentration 
and oxygen saturation. Recently, an 
additional aspect, the affinity of 
hemoglobin for oxygen, has been of 
interest. At physiologic gas tensions, a 
decreased affinity of hemoglobin for 
oxygen leads to less oxygen uptake in 
the lungs, but more oxygen release at 
the periphery, resulting in increased 
delivery of oxygen, independent of 
changes in flow or the concentration of 
hemoglobin (Refs. 229 and 230). A more 
complete description of the oxygen 
delivering system then includes blood 
flow, hemoglobin concentration, oxygen 
saturation, hemoglobin oxygen transport 
efficiency, and tissue oxygen tensions 
which reflect the metabolic need for 
oxygen. All five of these parameters can 
be altered by transfusion. 

Blood flow can be increased by 
increasing blood volume in hypovolemic 
patients. Paradoxically, blood flow can 
be decreased by transfusing patients to 
the point of heart failure secondary to 
hypervolemia. The concentration of 
hemoglobin is increased by transfusion 
but the relationship to oxygen delivery 
is complicated by the fact that an 
increasing hematocrit is associated with 
increasing resistance of blood to flow 
due to increasing viscosity. This 
relationship is complex, with several 
variables poorly understood (Refs. 231 
through 233). For the severely anemic 
patient, however, improved delivery of 
oxygen almost certainly results from 
transfusion. The saturation of 
hemoglobin with oxygen will decrease if 
transfusion leads to circulatory overload 
and consequent pulmonary edema. 
Restoring volume and/or hemoglobin 
concentration toward normal will 
increase the oxygen tension of mixed 
venous blood and indirectly will lead to 
higher arterial oxygen tensions even if 
the degree of “shunting” in the lung does 
not change. Finally, the efficiency of 
hemoglobin as an oxygen delivering 
agent is also altered by transfusion, and 
most of the remainder of this section 
will consider this relationship. 

The concentration of 2,3- 
diphosphoglycerate acid (2, 3-DPG) falls 
essentially to zero by the third week of 
storage of RBC in either ACD or CPD, 
although at different rates in the two 
solutions (Ref. 234}. The 2,3-DPG 


depleted blood has an increased affinity 
for oxygen, making it a less efficient 


_oxygen delivering agent at physiologic 


gas tensions. In most sidan situations 
of stress on the oxygen-deliv: 

system, the affinity of seniaaialie for 
oxygen changes toward reduced affinity 
resulting in increased effectiveness of 
delivery. Patients massively transfused 
with old stored blood have an alteration 
in hemoglobin oxygen affinity opposite 
in direction to what would presumably 
occur in the absence of massive 
transfusion (Ref. 235). Several clinical 
studies have shown that a marked 
change in the affinity of hemoglobin for 
oxygen can result from massive 
transfusion (Refs. 236 through 243). 
Recovery of 2,3-DPG content and of 
normal oxygen transport function occur 
within approximately 1 to 2 days after 
transfusion of depleted red cells. 

In spite of the obvious theoretical 
considerations, the detrimental effects 
of an increase in oxygen affinity in 
stored transfused cells have been 
difficult to demonstrate. Studies on 
massively transfused combat casualties 
in Vietnam (Ref. 201), who routinely 
received ACD blood in the second or 
third week of storage, indicated not only 
good resuscitative effectiveness, but 
immediate restoration of aerobic 
metabolism as indicated by rapid 
clearing of elevated pretransfusion 
blood lactate levels and 
intraresuscitative lactate loads. 

Studies in rats (Ref. 244) and in 
humans (Ref. 245) have shown that 
lowering the 2,3-DPG content and 
increasing the affinity of hemoglobin for 
oxygen produces essentially no 
detectable effects on work performance 
or maximal oxygen consumption. 

Almost all studies showing a 
detrimental effect of increased affinity 
of hemoglobin for oxygen have been 
complicated by the presence of anemia, 
while the studies showing a minimal 
physiologic effect were carried out at 
normal hemoglobin concentrations. The 
interaction of anemia and 2,3-DPG has 
been studied (Ref. 246) as related to the 
ability of rats to survive hemorrhage. At 
nearly normal hemoglobin 
concentrations, transfusion with red 
cells depleted in 2,3-DPG did not impair 
the ability of the animals to survive two 
different levels of hemorrhagic 
challenge. When the animals were 
studied at acutely anemic levels, 
however, transfusion with red cells 
depleted of 2,3-DPG was associated 
with a much higher mortality. These 
findings indicate that in stressful 
circumstances the resiliency and 
integrity of the oxygen delivering system 
is such that the degree of impairment 


BEST COPY AVAILABLE 


Federal Register / Vol. 50, No. 247 / Tuesday, December 24, 1985 / Proposed Rules 


produced by depleting red cells of 2.3- 
DPG is, by itself, insufficient to 
endanger survival, but that when 
combined with other circumstances such 
as acute reductions in red cell mass 
these shifts may become important. 

There may be other circumstances 
where special attention must be paid to 
hemoglobin function. It is likely that a 
fixed and relatively low limit on cardiac 
output will also impair the patient's 
ability to compensate for impaired 
hemoglobin function so that these two 
together may assume new importance. 
Indirect evidence indicates that the 
newborn infant has a less well protected 
oxygen delivering system and is 
susceptible to conditions which would 
be tolerated by the adult. 

Recently, Dennis et al. (Ref. 247) 
reported an increase in cardiac output 
when red cells rich in 2,3-DPG were 
used during cardiopulmonary bypass, 
using patients treated with red cells 
with lower concentrations of 2,3-DPG as 
controls. The differences in myocardial 
performance were greater than 
predicted from the small differences in 
hemoglobin oxygen affinity between the 
two groups, indicating that other 
variables must have been present. The 
same group (Ref. 278) subsequently 
reported better left ventricular 
performance in patients with abdominal 
aortic aneurysms operated upon 
eléectively and given relatively normal 
red cells compared with patients with 
ruptured abdominal aneurysms given 
old stored red cells. Obviously, 
hemorrhage was worse in the patient 
with ruptured aneurysm so it is difficult 
to see how any legitimate comparison 
can be made. Better controlled studies 
are needed on this important point. 

(7) Hypothermia. Many studies (Refs. 
248 and 249) have demonstrated that a 
massively transfused patient will 
become cold if the transfused blood is 
not warmed, especially if transfusion 
occurs in an air-conditioned operating 
room and is given to a paralyzed patient 
who may have one or more body 
cavities open to the air. It requires 
nearly 150 Kilocalories to warm five 
liters of blood from 4 to 37 ° C. This is 
equivalent to the heat produced by 30 
minutes of moderately heavy work and 
represents a requirement for an 
additional 30 liters of oxygen. This 
added requirement for oxygen for the 
production of heat may come at the time 
when the patient's survival is being 
threatened by a challenge to the oxygen 
delivering system. 

It is widely assumed that hypothermia 
impairs the metabolism of citrate and of 
lactate, thus increasing the chances for 
developing hypocalcemia and metabolic 
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acidosis during transfusion. Cold 
increases the affinity of hemoglobin for 
oxygen, thereby worsening the 
impairment of hemoglobin function. 
Cold also promotes the release of 
potassium from the intracellular 
compartment which, when added to the 
increased chance for acidosis,.might 
result.in hyperkalemia that would not 
otherwise exist. Rapid transfusion 
through central venous catheters could 
differentially cool areas of the heart and 
may cause arrhythmias. Hypothermia, 
then, is potentially disastrous in the 
massively transfused patient, but many 
of these possible complications have not 
been documented. 

At least two reported clinical 
experiences reported better patient 
survival during massive transfusion 
when the bleod was warmed, but 
neither was adequately controlled. A 
recent study on exchange transfusion in 
the newborn could not document any 
detrimental effect from cold blood (Ref. 
251), although the degree of hypothermia 
produced in adults in an operating room 
with an open abdomen is often much 
greater. 

The potential for detrimental effect is 
apparent, and efforts should be made to 
warm the transfused blood in an 
exsanguinating patient. Unfortunately, 
blood can be hemolyzed by 
temperatures not far above normal body 
temperature; at the same time, rapid 
warming is needed so as not to delay 
the transfusion. All available devices 
exhibit some drawbacks (Ref. 252). The 
microwave equipment, in particular, has 
a small margin for error (Ref. 253). New 
devices are being constantly introduced 
and require careful evaluation. 

(8) Infusion of denatured proteins. 
There is preliminary evidence that 
certain forms of storage may render 
blood, and particularly plasma, more 
harmful then beneficial to the acutely 
hemorrhaged animal. Controlled studies 
in rats (Ref. 254) indicate that plasma is 
inferior to almost any reasonable 
alternative as a treatment for 
hemorrhage. Denaturation is recognized 
as a serious problemin 
cardiopulmonary bypass. Even without 
cardiopulmonary bypass, foreign surface 
contact may alter the efficacy of shed 
blood when reinfused to treat 
hemorrhage (Refs. 255 and 256). Other 
studies reporting poor results when 
comparing the reinfusion of shed blood 
to other forms of treatment are 
characterized by harsh handling of the 
blood ex vivo. Both length of storage 
and specific plasma protein fractions 
have been found to make significant 
differences in the survival of animals 
treated for hemorrhage (Refs. 257 and 


258). These findings indicate that 
biological effects can be related to the 
manner in which blood is handled 
during storage. 

(9) Infusion of vasoactive substances. 
Much of the experimental work dealing 
with the release of vasoactive 
substances during storage has dealt with 
single donor or pooled plasma stored 
under conditions not necessarily 
applicable to the usual blood banking 
practices (Ref. 259). There has, in fact, 
been little study of the release of 
vasoactive substances into the plasma 
of stored whole blood. Serotonin levels 


‘ increase as would be expected from the 


breakdown of stored platelets (Ref. 260). 
There is evidence that the kinin system 
is activated during storage, but much of 
this work was done on blood stored in 
glass rather than in plastic containers. It 
is likely that there is partial activation of 
Factor XII during storage, which in turn 
might lead to partial activation of the 
kininogen systems. The status of the 
prostaglandins, angiotensin and other as 
yet undefined vasoactive materials 
remains to be established. In the 
massive transfusion situation this array 
of vasoactive substances, many of 
which are associated with the 
production of increased capillary 
permeability and vasoconstriction, 
might explain some of the pulmonary 
problems occasionally encountered in 
massively transfused patients. 

(10) Impaired bacterial defenses. 
There is suggestive evidence that 
massive transfusion with stored blood 
may impair antibacterial defenses (Ref. 
261), probably through two mechanisms. 
First, blood that has been run through an 
extracorporeal circulatory device and 
then administered to animals produces 
an impairment of reticuloendothelial 
function (Ref. 262). More recently the 
same effects have been shown (Ref. 263) 
from simple storage of blood. The added 
observation has been made that less 
impairment of phagocytic function 
follows the transfusion of washed 
erythrocytes when compared with 
stored whole blood. The second possible 
mechanism relates to older observations 
(Ref. 264) that citrated whole blood 
decreases the phagocytic ability of 
polymorphonuclear leukocytes. 

(11) Hyperkalemia. The potassium 
level in the plasma of stored whole 
blood rises to approximately 30 mEq/L 
by the end of three weeks, a 25 mEq/L 
excess over normal. Therefore, 10 units 
of blood may contain an excess of up to 
75 mEq over the normal expected 
potassium content in plasma. This 
suggests that hyperkalemia might be a 
serious problem in massive transfusion, 
but the practical problem is less than it 
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might seem. Most of the excess 
potassium represents leakage from 
intact viable red cells. Upon transfusion, 
these viable red cells reverse the lesion 
that occurred during storage and take up 
potassium (Ref. 195). Almost every study 
on massively transfused patients has 
shown hypokalemia rather than 
hyperkalemia, reflecting the metabolic 
and respiratory alkalosis which is so 
common in these patients (Refs. 222, 265, 
and 266). There is evidence, however, 
that even transient hyperkalemia may 
worsen the effects of hypocalcemia, in 
vivo as well as in vitro (Refs. 267 and 
268). As this situation may occur at the 
peak rates of massive transfusion, it is 
possible that potassium may in fact 
cause trouble for patients in certain 
circumstances. 

(12) Impaired red cell deformability. 
Concomitant with the fall in red cell 
ATP levels during storage, red cell 
membrane elasticity decreases so that 
stored red cells are less deformable than 
normal (Refs. 22 and 29). This has 
significance in terms of the function of 
transfused blood in the microcirculation 
because red cells have a greater _ 
diameter than many of the capillaries of 
the body which they must traverse and 
must deform to circulate. Nevertheless, 
the fact that such cells survive and 
function indicates that, by some 
mechanism or another, deformability is 
rapidly restored. 

(13) Elevated phosphate and ammonia 
/evels. Plasma phosphate and ammonia 
levels rise during storage. Even with 
CPD, however, the phosphate levels 
represent little threat in terms of the 
total body phosphate. Similarly, the 
ammonia in stored blood, as high as 1 
mg/dL, is easily handled by a 
functioning liver and represents a 
problem only in patients with significant 
hepatic insufficiency. 

(14) Miscellaneous. In the newborn, 
hypoglycemia has been reported as a 
consequence of exchange transfusion 
with CPD blood (Ref. 279), probably 
reflecting the release of insulin triggered 
by the high glucose levels of the stored 
blood. 

3. Plastic transfusion equipment—a. 
/ntroduction. Compared with glass 
bottles, the advantages of plastic bags 
are: (1) Decrease in weight, (2) reduction 
in storage space, (3) reduction in 
breakage, (4) ability to prepare 
components in a sterile closed system, 
(5) ability to infuse blood under pressure 
without risk of air embolism, (6) 
elimination of risk of trauma to the 
recipient if the container should fall, and 
(7) easiness of handling. 

Most plastic transfusion equipment 
consists of polyvinyl chloride (PVC), 





plasticizers, a mold-release agent, and a 
variety of other compounds. Although it 
was recognized that constituents. of PVC 
leach into the stored blood (Ref. 40), it 
was Jaeger and Rubin (Ref. 41), in 1972. 
who showed tissue deposition of 
phthalate ester plasticizers, specifically 
di-2-ethylthexy! phthalate (DEHP}. This 
report led to renewed concern about the 
safety of plastic bags and the effects of 
the plastic, not only on red cells and 
other blood components, but on organ 
function as well. 

b. Factors affecting blood during 
storage in plastic bags. (1) Plasticizers. 
Polyvinyl chloride, developed in 1933, is 
a rigid plastic, but the synthesis of 
DEHP in 1933 permitted interfusion of 
these two components to yield a plastic 
with flexibility, extensability, and 
workability (Ref. 42). Phthalate 
plasticizers are used extensively in 
commerce (Ref. 42). Approximately 1 
billion pounds of 20 different phthalate 
compounds were manufactured in 1972 
representing about 2 to 3 kg of esters 
produced for every citizen in the USA 
per year (Ref. 43). The food and medical 
products industry accounted for only 
about 5 percent of the total produced 
with the building and construction 
industry using 38 percent, home 
furnishings 19 percent, transportation 11 
percent, and apparel 7 percent. 

Diffusion of the plasticizer depends on 
its molecular weight, compatibility with 
the plastic, viscosity, affinity of the 
environment for the plasticizer, and 
temperature at which the plastic is used 
(Ref. 42). The plasticizer DEHP 
represents about 36 to 40 percent of the 
dry weight of plastic blood bags (Fenwal 
JA-2 blood pack) and is not firmly 
bound. DEHP is soluble in blood plasma, 
accumulating at about 0.25 to 0.361 mg/ 
100mL/day during whole blood storage 
at 4 “€ with ACD or CPD solutions 
(Refs. 41, 44,.and 45). There is no 
accumulation of DEHP in blood frozen 

—80 “C or —150 °C for up to 2 years 
(Ref. 44). 

There is essentially no DEHP in the 
anticoagulant during storage of the bag 
at room temperature (Refs. 44 and 46), 
and DEHP is not extracted by saline 
(Refs. 44 and 47). About 20 percent of 
the DEHP in stored blood is in the high- 
density (greater than 1.21) fraction of 
plasma, while 60 percent was found in 
the low-density lipoprotein fraction (less 
than 1.21) suggesting lipoproteins may 
solubilize DEHP (Ref. 47}; washed red 
cells contain 4 percent to 6 percent of 
the DEHP found in the blood (Refs. 44 
and 47}. Compared with the progressive 
accumulation of DEHP in blood stored 
for 21 days, DEHP levels in plasma 
stored in plastic stabilize after 7 days 


with a peak of 120 pg/mL (Ref. 48). Even 
frozen plasma {—20 “C) accumulates 
levels of DEHP about half that of 4 “C 
stored plasma (Ref. 48). a plasma 
derivatives, the fraction 
contains 18 to 39 pg/mL, albumin 5 to 25 
pg/mL and immunoglobulins 63 to 160 
pg/mL (Ref. 48). Of all blood 
components the highest accumulation of 
DEHP occurs in the supernatant plasma 
of platelet concentrates stored at 22 “C 
(Refs. 44 and 49). Levels of DEHP are 
16.7 mg/100 mL after 48 hours of storage 
and 44 mg/100 mL at 72 hours. In 
contrast, stored platelet concentrates at 
4° C accumulate only 11 mg of DEHP per 
100 mL at 72 hours. 

DEHP is the only ticizer known to 
leach from plastic blood bags, although 
other plasticizers are found in blood 

passed through commonly used 
island tubing. Studies of tissue, 
bleod, and urine levels of DEHP in man 
(Refs. 41, 45, 47 and 50) show no 
correlation between transfusion history 
and DEHP accumulation. DEHP can be 
isolated from tissues and urine of 
nontransfused persons suggesting the 
importance of other environmental 
sources of DEHP. 

Storage studies with human blood in 
PVC bags compared to polyolefin from 
which no measurable DEHP is leached 
showed that microaggregate formation 
is not related to DEHP accumulation 
(Ref. 44). Also, DEHP could not be 
removed by the usual blood filters 
which remove microaggregates or by 
millipore filtration. 

Neonates who had umbilical catheters 
used to administer fluids or blood and 
then died had higher levels of cardiac 
DEHP than control stillborns (Ref. 52). 
Higher levels were also found in the 
blood of infants dying of necrotizing 
enterocolitis. It is not clear whether 
DEHP accumulation is a cause of tissue 
damage or whether ischemic tissue 
accumulates DEHP more avidly. 

One report has shown a decreased 
growth of human fibroblasts in tissue 
culture when the serum of the culture 
medium was obtained from 21 day old . 
blood stored in plastic compared with 
blood stored in glass. Even more 
depression of growth was seen with 
serum obtained from the supernatant of 
48-hour room temperature stored 
platelets (Ref. 53). 

Other studies suggesting various toxic 
effects on drug metabolism and 
pulmonary, reticuloendothelial, and 
cardiac function have been done in 
animal systems using unphysiologic 
forms of DEHP, i.e., an emulsion or a 
poorly solubilized liquid solution (Refs. 
51 and 54). Extensive studies by a 
manufacturer (Fenwal) in both animals 
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and man using plasma extracted DEHP 
have shown no toxic effects (Ref. 45). 

(2) Bag thickness. Viability of both red 
cells (Ref. 55) and platelets (Ref. 56) is 
influenced during storage by the ability 
of CO, and oxygen to pass through the 
plastic bag. Gas exchange is a function 
of bag wall thickness, agitation during 
storage, and storage surface area per 
unit volume of the bleod product. 

c. Effects on cell viability and AHF 
activity. Post-transfusion red cell 
survival varies among lots of plastic 
bags (Refs. 40 and 57). Whether this 
represents a result of plasticizers that 
leach during storage or some other 


~ variable is not known. Platelet viability 


is also related to the plastic bag (Refs. 
58 and 60). Since viability appears to be 
better maintained at 22 °C than at 4 °C 
and the amount of DEHP leached is 
higher during 22 °C storage (Ref. 59}, 
differences in platelet viability are 
unlikely to be due to plasticizers. 

Studies by Kevy (Ref. 61) show a 
variable cryoprecipitate yield in vivo 
depending on the plastic bag used. 
However, no difference has been found 
in a subsequent report (Ref. 62). 

d. Summary. The composition of the 
plastic bag used for blood storage 
influences the post-transfusion viability 
of red cells and platelets. Measureable 
quantities of the plasticizer DEHP 
accumulate during the blood storage but 
whether this is related to red blood cell 
viability derangements during storage is 
not known. Other potential toxic effects 
of DEHP on blood products or organ 
dysfunction following massive blood 
transfusion have not been well 
documented. 

The production of blood bags and 
transfusion tubing needs to be 
standardized so that significant 
differences between lots do not occur. 
Furthermore, toxicology studies should 
be done only with plasma extracted 
DEHP rather than with other methods of 
administering the compound. 

e. Recommendations relating to 
plastic transfusion equipment. (1} The 
evidence that leachables from plastic 
result in toxicity'in vivo is not 
convincing and no action is 
recommended at this time. 

(2) Research support should be 
provided for further investigation of 
possible toxicity of leachables in vivo, 
the interaction between plastics and 
blood components in vitro, and for the 
development of plastic bags and tubing 
which do not interact with blood. 

(3} The production of blood bags and 
transfusion tubing needs to be 
standardized so that important 
differences do not occur between lots. 
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4. Microaggregates—a. Introduction. 
During storage of whole blood or red 
blood cells microaggregates consisting 
of platelets, granulocytes and possibly 
fibrin are formed. The number of 
microaggregates is proportional to the 
concentration of leukocytes and 
platelets in blood prior to storage and 
the progressive accumulation of 
aggregates is associated with decreasing 
levels of platelets and granulocytes (Ref. 
63). The quantity of aggregates is higher 
in CPD than ACD blood during the first 
24 hours but between 7 and 21 days the 
amount is the same (Ref. 63). Few 
aggregates form during the first 2 days 
of storage. The amount then increases 
slowly between 2 to 10 days (0.01 to 0.02 
mg/mL) and then increases 
logarithmically during the remaining 21 
days of storage (0.1 mg/mL) (Ref. 64). 
This rapid accumulation of aggregates 
after 10 days is associated with 
accumulation of fibrinogen in the 
aggregates (Ref. 64). 

b. Physiologic effect of aggregate 
infusion. Microaggregates in stored 
blood have been suggested as a cause of 
pulmonary insufficiency following 
massive blood transfusion. To determine 
whether aggregates in stored blood 
cause or contribute to pulmonary 
insufficiency in the clinical setting has 
been a major problem, particularly since 
platelet microaggregates may be formed 
intravascularly in response to tissue 
injury (Ref. 65). Studies in dogs show 
that pulmonary damage associated with 
massive blood transfusion can be 
prevented by dacron wool filtration of 
stored blood (Ref. 66). Subsequent 
studies in the baboon also show 
pulmonary damage on histologic 
examination (Ref. 67), but this is not 
prevented by filtering the blood (Ref. 
68). Whether these animal studies are 
applicable-to man requires clarification. 

One clinical study in man has 
suggested that pulmonary insufficiency 
can be reduced by blood filtration, but 
this was not adequately controlled (Ref. 
69). A similar but more tightly controlled 
study in older patients transfused during 
elective operations on the abdominal 
aorta revealed little evidence of 
pulmonary dysfunction, and no 
difference between the group receiving 
blood through the standard filter and a 
similar group transfused through fine 
filters (Ref. 31). It has been suggested 
that pulmonary insufficiency may be 
more closely related to the type of 
patient injury than to blood transfusion. 
Studies on large numbers of transfused 
casualties in Vietnam yielded no 
convincing data suggesting that 
transfusion without special filtering 


— pulmonary dysfunction (Ref. 
32). 

c. Methods of aggregate removai—(1) 
Filtration. Standard blood bank filters 
have a pore size of 170 microns and 
remove large debris. Filters available to 
remove microaggregates (16 to 170 
microns) are made of: (a) Dacron wool, 
(b) polyester mesh (40 X 40 micron 
pore), (c) polyurethane foam, and (d) 
polyurethane foam-nylon wool. All 
remove particles greater than 40 
microns, but filtration efficiency for 
smaller particles varies inversely with 
their resistance to gravity flow (Refs. 70 
and 73), i.e., dacron wool, foam-nylon 
wool, foam and 40-micron mesh. The 40- 
micron mesh filter is efficient for 
volumes of 1,600 to 2,000 mL (Refs. 71 
and 73), while the others have a limited 
efficiency for filtering more than 1 unit 
of blood (Refs. 72 and 73). Pressure 
filtration (150 to 200 mg Hg applied with 


an infusion cuff) removes particles with ° 


the same degree of efficiency with all 
filters except the 40 micron pore where 
pressure decreases the number of 
particles trapped (Refs. 71 and 73). 
Filtration of microaggregates is an 
efficient but costly method of removing 
microaggregates. Recent work using 
laser methods to measure 
microageregates indicates that there 
may in fact be a paradoxical increase in 
the total number of particles with at 
least some of the fine filters used (Ref. 
84). The advisability of using such filters 
might therefore be open to considerable 
question. 

(2) Other—(a) Age of blood. Blood less 
than 2 days old has very few aggregates, 


’ and at less than 10-days old the quantity 


is still very small (Ref. 64). 

(b) Cenérifugation. (i) Centrifuging 
whole blood causes macroeaggregates to 
form. These can be removed by a 
standard blood filter (Refs. 63 and 74). 

(ii) Preparation of platelet and/or 
white-cell-poor before storage 
eliminates microaggregates (Ref. 74). 

(c) Washing with or without freezing. 
Saline washing of red ceils or freezing 
followed by deglycerolization and 
washing effectively removes aggregates 
(Ref. 74). 

(d) Agitation. Continuous agitation 
during storage for 21 days decreases 
aggregate formation (Ref. 75). 

(e) Aspirin. Addition of aspirin to 
blood prior to storage (Refs. 74 and 76) 
or ingestion of aspirin by donors (Ref. 
76) is associated with lower quantities 
of aggregate formation. 

d. Summary. Microaggregates 
progressively form during the storage of 
whole blood. The final volume of 
aggregates produced does not depend on 
the anticoagulant used (ACD vs. CPD). 
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These aggregates might be partially 
removed by special filtration or by other 
means. Disadvantages in using 
microaggregate filters include reduced 
rate of infusion, added costs, and recent 
questions regarding overall efficacy. The 
value of removing these aggregates in 
preventing pulmonary insufficiency 
remains to be determined. In view of 
lack of evidence, there is no basis on 
which to recommend routine use of 
microaggregate filter at this time except 
in cardiopulmonary bypass where the 
filtering function of the lungs is absent. 

e. Recommendations regarding 
microaggregate filtration. (1) Filters that 
remove microaggregates should be used 
in patients undergoing cardiopulmonary 
bypass. 

(2) At this time there is insufficient 
evidence on which to recommend the 
use of microaggregate filters in other 
specific transfusion settings. 

(3) Investigative efforts in this area 
should address the question of the 
optimal characteristics of a single 
filtering device to be used during 
transfusion and to be incorporated into 
the commonly used transfusion sets. 

5. Diseasés transmitted by blood 
transfusion—a. Introduction. A- number 
of diseases, some of serious clinical 
importance, can be transmitted by 
transfusion. Since pathogenic organisms 
are found in different portions of whole 
blood, risks of post-transfusion diseases 
vary depending on the blood product or 
component used. In general, the risk for 
any disease is directly proportional to 
the volume of blood transfused. 

b. Viral hepatitis. Since the first 
report in 1938 (Ref. 77), there has been 
increasing awareness of relationship 
between blood transfusion and some 
cases of viral hepatitis. Two distinct 
viruses have been identified as causing 
post-transfusion hepatitis (Refs. 78 and 
79), and there is considerable evidence 
that additional, as yet unidentified, 
agents exist (Refs. 80 and 81). Until 
recently, the inability to transmit the 
disease to most laboratory animals 
made research difficult and slow. There 
is now, however, a practical laboratory 
test which detects a surface antigen 
(HBsAg) of one causative agent, 
hepatitis virus B (HVB). The incidence 
of post-transfusion hepatitis has been 
estimated at 4.6 cases per 1,000 units of 
blood transfused, with one third of these 
being icteric (Ref. 82). More recent 
studies indicate a higher risk of between 
7 to 10 percent of al! blood recipients. 
The risk of post-transfusion hepatitis is 
increased when blood from commercial 
donors is used (Refs. 82, 83, and 85). 
Elimination of these donors along with 
routine testing of all donor blood by 





sensitive tests for HBsAg, if performed 
by the most sensitive radioimmunoassay 
method, will reduce the occurrence of 
post-transfusion hepatitis. It is becoming 
apparent, however, that all cases may 
not be related to HBV (Refs. 80 and 81) 
or even the recently characterized 
hepatitis A virus (Ref. 80). Studies (Refs. 
87 and 89) attempting to implicate 
cytomegalovirus (CMV) and Epstein- 
Barr virus (EBV) have been fruitless, 
suggesting that most cases of post- 
transfusion hepatitis result from 
infections with virus(es) not previously 
implicated. 

Testing of large United States donor 
populations with sensitive third 
generation tests for HBsAg shows a 
carrier rate of 0.33 per hundred (Ref. 90). 
There is no evidence that recipients of 
blood containing anti-HBsAg have an 
increased risk of hepatitis B and no 
reason to test donors routinely for this 
antibody (Ref. 91). 

c. Transmission of other infectious 
diseases. A syndrome of fever, 
lymphocytosis with atypical cells, 
negative heterophile test, inconstant 
splenomegaly, and mild hepatic 
dysfunction has been reported 2 to 6 
weeks after transfusion (Refs. 92 and 
94). Although originally labeled as the 
“post perfusion” or “post pump 
syndrome” it can occur after any 
transfusion of whole blood (Ref. 95). 
Studies have shown rises in 
anticytomegalovirus (CMV) titers in 
these patients supporting the hypothesis 
that CMV infections transmitted by 
blood transfusion may be the cause. 
One large study has shown serologic 
evidence of CMV infection in 35 percent 
of patients who had been infused with 
fresh whole blood (Ref. 96). 

Heterophile-positive infectious 
mononucelosis, the clinical syndrome 
associated with the Epstein-Barr virus 


infection, has been transmitted by blood 


transfusion (Ref. 97). Anti-EBV 
responses have been reported in 8 
percent of patients undergoing 
transfusions or extracorporeal 
circulation (Ref. 96). Both CMV and EBV 
appear to reside in leukocytes. 
Transfusion-induced malaria in seen 
infrequently, although the incidence 
recently increased (Ref. 98). P. malariae, 
P. vivax, and P. falciparum all have 
been implicated, and a rise in the 
number of cases due to P. falciparum 
was noted coincident with the return of 
service personnel from Vietnam (Ref. 
98). Current standards for donor 
acceptance, if followed rigidly, are 
adequate to eliminate nearly all 
potentially malaria infectious donors. 
The malarial parasites reside 
exclusively in erythrocvtes and are 


transmitted only with transfusion of 
RBC-containing products. © 

Chaga's disease, African 
trypanosomiasis, kala-azar, 
toxoplasmosis, and infections with 
micro filaria can be transmitted by 
whole blood, but these complications 
are almost unknown in the United 
States. 

Transfusion-induced syphilis, while it 
does occur, is not an important hazard 
today. This topic is discussed below 
regarding the serological test for 
syphilis. 

6. Hazards related to transfusion of 
blood elements other than RBC—a. 
Introduction. Noneythrocytic blood 
elements—plasma, platelets, and 
leukocytes—are responsible for a 
variety of common transfusion 
problems. Although it would seem 
logical that red blood cells (“packed 
cells”) which contain smaller quantities 
of these blood elements would have less 
risk than whole blood, there is no 
evidence to substantiate this notion. 
Problems related to plasma, 
granulocytes, or platelets are largely, but 
not completely, obviated by either 
simple washing or the washing 
associated with deglycerolization of 
frozen red cells. Lymphocyte-related 
problems may, however, still be present. 
Recent studies indicate that even after 
freeze-deglycerolization, there are 
significant numbers of viable 
lymphocytes in the final product (Ref. 
102). 

b. Anaphylactoid reactions to IgA. 
Severe transfusion reactions 


‘characterized by flushing, abdominal 


pain, diarrhea, chills, fever, edema 
bronchospasm, hypotension, and shock 
have been seen when IgA-deficient 
patients with antibodies to IgA are 
transfused with whole blood (Refs. 103 
through 105 and 107). Although the 
incidence of absent IgA is about 0.1 
percent (Ref. 106) and about 15 percent 
of these IgA-deficient persons have high 
titer antibodies to IgA (Ref. 108), 
anaphlacteid reactions from this cause 
are extremely infrequent. 

c. Pulmonary “hypersensitivity” 
reactions. There have been several 
reports of normovolemic pulmonary 
edema after blood transfusion. In most 
cases they have been associated with 
leukocyte antibodies in donor or 
recipient (Refs. 108 and 109). 

d. Post-transfusion purpura. A number 
of cases of acute, severe, 
thrombocytopenic purpura occurring 
approximately 1 week after transfusion 
of whole blood have been described 
(Refs. 110 and 111). In most cases the 
antibody in the recipient's plasma has 
been anti-PL 4', and the patient's own 
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platelets are PL‘ '-negative. The donor 
platelets have been PL“"-positive and 
incompatible with this recipient's 
antibody. The mechanism suggested in 
immune destruction of donor platelets 
by recipient antibody with concurrent 
immune complex-mediated autoimmune 
thrombocytopenia (Ref. 110). 

e. Graft vs. host reactions. A disease 
process identical with the graft vs. host 
reaction has been reported in transfused 
children-with immunologic deficiency 
(Ref. 113). Evidence obtained in vitro 
has shown that lymphocytes are viable 
in stored blood for 15 to 20 days (Ref.. 
115) and that patients who receive fresh 
or stored whole blood show evidence of 
cellular activation as manifested by a 
rise in atypical lymphocytes, or 
incorporation in vitro of *H-thymidine 
by autologous lymphocytes (Ref. 114). 
The relationship of these findings to the 
graft vs. host reaction is unclear, but is 
in keeping with the concept of 
lymphocyte stimulation by transfusion. 

f. Allergic reactions. Allergic 
reactions, as manifested by pruritis or 
hives, are seen in about 1 percent of 
transfusions (Ref. 116). These reactions 
are usually mild and respond quickly to 
appropriate treatment, although 
occasionally an allergic reaction can be 
more serious. These reactions are 
presumably related to allergy to plasma 
factors. 

g. Reactions due to leukocyte 
antibodies. The relationship between 
leukocyte antibodies and febrile 
transfusion reactions has been clear 
since 1957 (Refs. 117 and 118). The 
antibodies, formed as a result of 
alloimmunization during pregnancy or 
transfusion, react in vivo with donor 
leukocytes to produce a reaction marked 
by an initial flush, a latent period of 
about 60 minutes followed by a shaking 
chill, high fever, apathy, and generalized 
malaise. The development of these 
reactions in patients with appropriate 
antibodies is influenced mainly by the 
dose of white cells administered (Refs. 
119 and 120). Fatalities have been 
reported. 

7. Other hazards of red blood cell 
product transfusion—a. Hemolytic 
transfusion reactions. The reaction in 
vivo between blood group 
alloantibodies and red blood cells 
carrying the appropriate antigen is 
usually marked by an accelerated 
destruction of the red blood cells. The 
rate and site of this hemolysis and the 
severity of the clinical signs and 
symptoms accompanying it are 
dependent upon many variables, 
including class, titer, avidity, specificity, 
IgG subclass and complement-binding 
activity of the antibody, strength of the 
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blood group antigen, clinical condition 
of the patient, amount of blood 
administered, general anesthesia, and 
other drug therapy. Most hemolytic 
transfusion reactions result from clerical 
rather than laboratory errors. 
Misidentification of patients, blood - 
samples, or blood containers is far more 
frequent and serious than the failure of 
appropriate laboratory tests to detect 
the incompatibility before the 
transfusion is administered. Cross- 
matching procedures, including the 
antiglobulin (Coombs) test, are required 
before transfusion in all but the most 
urgent cases and, if properly done, 
detect almost all potential 
incompatibilities. Prompt recognition 
and treatment of hemolytic transfusion 
reactions usually prevents the renal 
failure which is often seen after acute 
intravascular hemolysis. Disseminated 
intravascular coagulation has been 
reported in patients with hemolytic 
transfusion reactions (Refs. 121 through 
123). 

b. #Zemolytic transfusion reactions 
without demonstrable antibody. 
Diminished survival of transfused red 
blood cells can occur without 
demonstrable antibody (Ref. 124). The 
hemolytic rate is generally moderate, 
although rapid hemolysis with clinical 
transfusion reactions has been reported. 
More sensitive methods for detection of 
antibodies in vitro may reveal some 
examples of antibodies that do not react 
by routine cross-matching procedures. 

c. Alloimmunization. Blood 
transfusion is, of necessity, associated 
with the injection of many antigens into 
a recipient lacking of these antigens. 
Because of extreme complexity of the 
blood group systems, the HLA antigens 
of white blood cells and platelets, and 
the various polymorphisms of plasma 
proteins, it is impossible to give 
transfusions that are antigentically 
identical—or even similar—to the 
recipient. The red blood cell antigens A, 
B and RH, (D) are of sufficient 
immunizing potential that pretransfusion 
tests for them are routine so that these 
incompatibilities can be eliminated by 
donor selection. Transfusion to 
recipients who lack any of these 
antigens should be from donors who are 
also negative for the antigen in question. 
No such routine testing is required or 
recommended for other red blood cell 
antigens and, as a consequence of this 
practice, the risk of alloimmunization in 
recipients is 1 percent per unit of blood 
transfused (Ref. 125). Alloimmunized 
recipients are at increased risk when 
additional transfusions are required 
since the alloantibody may be directed 
against a high-frequency red blood cell 


antigen making it difficult or impossible 
to find compatible blood. In addition, 
the antibody may not be detectable at 
the time of pretransfusion testing so that 
apparently compatible blood will lead to 
an anamnestic response and a delayed 
hemolytic transfusion reaction. Such 
reactions are serious and, at times, fatal. 

Alloimmunization to white cell and 
platelet antigens is directed 
predominately against antigens in the 
HLA system. HLA immunized recipients 
may have clinical reactions or, if 
candidates for granulocyte (Refs. 130 
through 132) or platelet (Refs. 126 
through 129) transfusions, may show 
decreased effectiveness of the 
transfusion. 

Alloimmunization to plasma protein 
antigens is seen in the IgG, IgM, IgA, 
and lipoprotein systems. Anaphylactic 
transfusion reactions in such 
alloimmunized patients have been 
reported. 

d. Hemolysis from a mixture of blood 
with dextrose containing solutions (Ref. 
133). Transfusion reactions with 
intravascular hemolysis have occurred 
when whole bloed was administered 
through a secondary recipient set 
containing solutions of dextrose alone. 
The mechanism of these reactions is 
related to osmotic swelling of red blood 
cells that are in contact with the glucose 
solution followed by lysis when the 
swollen cells are infused into normal 
recipients (Ref. 134). 

e. Bacteriologic contamination. 
Transfusion reactions from bacterial 
contamination of blood are rare but 
serious occurrences. The high 
contamination rate {about 2 percent) 
(Ref. 135) seen in blood shortly after 
collection is not accompanied by clinical 
signs or symptoms at the time of 
transfusion because of the small number 
of bacteria present and their failure to 
survive or multiply during storage of the 
blood at refrigerator temperatures (Ref. 
136). Those reactions that do occur are 
usually caused by gram-negative bacilli 
capable of growing in the cold (Ref. 137). 
Many of these organisms possess 
powerful endotoxins and, if transfused, 
bring about serious rections with a 
fatality rate of about 50 percent (Ref. 
138). This problem has diminished 
dramatically with development of 
closed system processing and 
transfusion using plastic containers. 

f. Circulatory overload. Circulatory 
overload is a common complication of 
whole blood transfusion especially 
when treating infants, patients with 
heart failure, and patients with chronic 
anemia. In the latter groups, 
cardiovascular compensation may be 
very precarious and the administration 
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of unnecessary plasma in whole blood 
may precipitate left ventricular failure 
and pulmonary edema. Without 
monitoring pulmonary capillary wedge 
pressure, which is rarely indicated for 
the administration of blood, it may be 
impossible to detect early left 
ventricular decompensation before the 
onset of pulmonary edema. The 
resultant hypoxemia combined with the 
anemia and acute ventricular failure can 
be disastrous. 

8. Indications for transfusion of red 
blood cell products—a. Introduction. 
Despite a large and long-standing 
experience, the indications for blood 
transfusion are not always easy to 
delineate. This is to be expected 
because of the complexity of transfusion 
products, wide variations in the 
homeosteiic capabilities of patients, and 
the multiplicity of clinical situations that 
may be encountered. Thus, rules of 
thumb about when to transfuse, optimal 
hematocrit levels, and other such 
notions are unrealistic. The following 
discussion analyzes the recognized 
indications for blood transfusion, 
particularly in regard to the treatment of 
acute and chronic red cell deficits. 

b. Anemia. The correction of a red cell 
deficit is probably the commonest 
reason for transfusing blood. In 
considering the indications for 
transfusing one must consider risk, 
benefit, and need. Risk is discussed 
elsewhere. As noted, it may be lower 
with some types of red cell preparations 
than with others. 

The benefits of red cell transfusions 
are not.as clear as they may seem. The 
red cell mass in any patient represents a 
dynamic equilibrium between 
production and loss. Any. disorders of 
production or loss that can be corrected, 
should be. This will be more effective 
than the temporary benefit of 
transfusing red cells. If the hematocrit 
remains elevated after transfusion it is 
because the balance between 
production and loss has changed 
favorably, not because the transfused 
cells are somehow persisting 
indefinitely. 

Given that transfusion brings about 
only a temporary increase in red cell 
mass accompanied by significant risk, 
there are situations where such 
temporary benefits outweigh the risks. 
Increasing the hematocrit increases - 
oxygen availability by increasing the 
oxygen content of blood, while at the 
same time decreasing oxygen delivery 
by increasing the intrinsic resistance to 
blood flow. In order to predict the 
optimal hematocrit under varying 
conditions, detailed and accurate 
quantitative data on blood viscosity are 
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required. The few studies in vivo that 
have been attempted indicate that the 
resistance of blood to flow is probably 
an exponential function of hematocrit, 
but with different relative changes in 
different vascular beds (Refs. 271 and 
272). Factors other than hematocrit are 
also demonstrably important (Refs. 273 
through 275). 

Most authors agree that under the 
conditions that apply in the normal 
state, there is maximal oxygen delivery 
at normal hematocrits (Refs. 231 through 
233 and 276). As flow rate decreases, 
there may be an advantage in moderate 
hemodilution, but more studies of this 
problem are needed under conditions 
that more nearly approximate those in 
vivo. 

The hemodynamic changes in acutely 
anemic patients and animals have been 
reviewed recently (Refs. 280 and 281). 
Perhaps the most fundamental 
observation is that when other variables 
are kept constant, increased cardiac 
output is a most important 
compensatory mechanism to maintain 
nearly normal oxygen delivery. There 
are probably elements of both increased 
left ventricular work and decreased 
viscosity in the compensatory increase 
in cardiac output. Such changes in 
cardiac output can only occur if blood 
volume is maintained near normal. 
Therefore, it is mandatory that 
hypovolemia be avoided in the acutely 
anemic patient. Indeed, loss of blood 
volume is more detrimental to oxygen 
delivery than is loss of blood oxygen- 
carrying capacity except al extreme 
levels of anemia. The primacy of volume 
over red cell mass is a well recognized 
principle of resuscitation from 
hemorrhage. 

In studies in patients with chronic 
anemias it has been difficult to detect a 
deficit in work capacity with 
hemoglobin concentrations as low as 7 
grams per dL (Refs. 282 through 291). 
Other investigators have found evidence 
of only moderately impaired function 
(Refs. 292 through 296). This correlates 
with the failure to detect much increase 
in cardiac output at rest with similar 
hemoglobin levels (Ref. 297). 
Unfortunately, many of these studies 
were carried out before the awareness 
of the liability and responses of 
oxyhemoglobin affinity in vivo to 
stresses on oxygen delivery. By 
changing levels of 2,3-diphosphoglyceric 
acid (2,3-DPG) in red cells, these shifts 
could compensate for losses of red cell 
mass by proportionally increasing the 
efficiency of hemoglobin as an oxygen- 
delivering agent at physiologic gas 
tensions. In view of the importance of 
the affinity of hemoglobin for oxygen in 


the oxygen-delivering system, it is 
surprising how little has been done to 
investigate the interaction between 
hemoglobin function and hemoglobin 
concentration in the response to stress. 
This question is discussed in the section 
on Oxygen Transport. 

The heart occupies a unique position 
in the oxygen-delivering system apart 
from its central role as pump. With loss 
of volume and/or loss of red cell mass 
as well as with most other acute 
stresses to the oxygen delivering system, 
the heart works harder to increase total 
flow or to minimize any decrease in flow 
at lower filling pressures. The oxygen 
requirements of the heart increase, 
either absolutely or relatively, at a time 
when systemic oxygen delivery is 
decreasing. Oxygen delivery to the heart 
itself occurs largely during diastole, and 
is threatened in the bleeding patient by 
lower diastolic pressure as central aortic 
pressure declines and less time in 
diastole as heart rate increases. Most 
other organs can greatly increase 
oxygen extraction by working at a lower 
partial pressure of oxygen, but in man 
this important mechanism is almost 
completely unavailable to the heart, 
which works at all times near the 
minimum functioning PO2. This unusual 
constellation of circumstances, 
increased oxygen requirements, a 
tendency to decreased blood supply 
from purely physical factors, and 
inability to extract more oxygen from 
available blood, place extraordinary 
importance on the ability of the 
coronary. vessels to dilate in order for 
the heart to perform satisfactorily and 
the patient to survive during 
hemorrhage. Against this background, 
factors such as hemoglobin function and 
hematocrit could conceivably become 
survival-limiting variables in patients 


* with coronary vessel disease. There are 


a number of studies relevant to these 
questions which are beyond the scope of 
the current discussion, but some of these 
studies suggest that the heart with 
limited coronary perfusion may be very 
sensitive to the oxygen-delivering 
properties of the blood perfusing it (Ref. 
86). 


With respect to oxygen delivery as an 
integrated system, the body has 
regulatory mechanisms controlling a 
number of important components: 
cardiac output, blood volume, 
hematocrit, and 2,3-DPG levels. 
Presumably other variables are 
manipulated to give high efficiency to 
the cardiac mechanism, that is, 
maximum peripheral oxygen delivery 
per unit of energy consumed in pumping. 

For the clinician faced with the . 
problem of what is best for the anemic 


‘ 
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patient, it is important to keep in mind 
the risks of transfusion and the 
transitory nature of the improvement 
that results from transfusion. Chronic 
anemia down to hemoglobin 
concentrations that are half normal is 
tolerated even by patients who must 
perform physical work. Even acute 
anemia can be well tolerated at similar 
hemoglobin levels if demands on the 
oxygen delivering system are minimal. 
On the other hand, factors such as 
coronary insufficiency, fever, 
hypovolemia, and likely further acute 
loss of blood, greatly increase the risks 
of anemia. 

There are no simple guidelines or 
rules for establishing the need for 
transfusion to correct anemia. Need will 
vary with circumstances, and the 
decision to transfuse must be made on 
an individual basis considering both the 
current status and projected future 
course of the patient and the risks of all 
courses of action. 

c. Hemorrhage. Hemorrhage is a clear 
and logical indication for transfusion 
when a significant percentage of the 
patient's blood volume has been lost. 
Limited hemorrhage can be treated with 
simple salt solutions or natural or 
artificial colloidal solutions (Refs. 298 
through 300). The use of such solutions 
results in hemodilutional anemia, and 
the considerations discussed in the 
previous section on anemia apply. These 
solutions can be used as the sole 
replacement for limited hemorrhages, to 
keep the patient alive until blood is 
available, or in combination with blood 
to lessen the total amount needed. 

The important consideration in the 
management of hemorrhage is that 
blood volume must be maintained. Most 
patients can tolerate acute loss of half 
their red cell mass, but acute untreated 
loss of half a blood volume is usually 
fatal. Therefore, volume replacement, 
not necessarily in the form of blood, 
must be begun as soon as possible. 

Simple electrolyte solutions are 
effective, safe, and practical for initial 
resuscitation from hemorrhage. 
Experience in Vietnam (Refs. 301 and 
302) and detailed studies in the United 
States (Refs. 297 and 298) indicate that 
blood volume can be restored by 
electrolyte solutions after hemorrhage. 
With electrolyte solutions alone, 
however, each volume of lost blood 
must be replaced by three volumes of 
solution. Disadvantages are over- 
expansion of extracellular fluid 
requiring subsequent excretion by the 
patient, failure of the central venous 
pressure to reflect dangerous degrees of 
overloading loss of efficacy of the 
solution in terms of the fraction retained 
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in the vascular space as hemorrhage 
progresses, and lowering of plasma 
colloid osmotic pressure. Advantages 
are as follows: Administration of 
electrolyte solutions can be quickly and 
safely begun even outside the hospital; 
there are no adverse reactions except 
for overloading; the risk of post- 
hemorrhagic renal failure is reduced; 
losses through sequestration (third 
space losses) can be treated as they 
occur. Artificial colloids preserve 
plasma osmotic activity, but those now 
available in the United States, dextran 
and hydroxyethyl starch, may interfere 
with clotting (Ref. 184), The natural 
colloids, albumin or albumin plus other 
plasma protein preparations, do not 
interfere with clotting and carry little 
risk of hepatitis, but they are expensive 
and occasionally of limited availability. 

Whatever is used initially, as the 
hemorrhage approaches half the blood 
volume, replacement with blood will be 
necessary. The more rapid the rate of 
bleeding and the more significant the 
associated diseases or disorders, the 
earlier blood must be used. Nonblood 
replacement of blood loss should be 
continued only if the anticipated loss is 
limited, the patient is doing well, and 
their are no associated conditions that 
make acute anemia less tolerable. 

In severe situations in which 
exsanguination is imminent, it may be 
necessary to use uncrossmatched blood 
in order to save the patient's life. If 
possible, this will be type and Rh 
specific. The military experience with 
the use of uncrossmatched blood has 
been excellent (Ref. 185); but few of 
those recipients had been transfused or 
pregnant previously, and the blood was 
tested for high-titer anti-A and anti-B. In 
extensive bleeding the cause of 
hemorrhage must be identified and 
corrected as soon as possible. 
Evaluation of the clotting system early 
in the course of the hemorrhage 
occasionally yields evidence of a 
treatable clotting defect. Some patients 
with rapid exsanguination must be 
operated on to control bleeding before 
resuscitation is complete, as the 
maximum possible rate of 
administration of fluid and blood may 
not equal the rate of loss. 

Monitoring central venous pressure 
can be helpful in the extensively 
hemorrhaging patient, but may not 
reflect overloading with simple salt 
solutions or, occasionally, acute left 
ventricular failure. Pulmonary capillary 
wedge pressure is more informative, but 
carries added risks and should be 
reserved for difficult situations. Blood 
pressure, pulse rate, respiratory rate, 
state of consciousness, urinary output, 


and skin temperature and color all can 
be valuable indicators of the adequacy 
of perfusion, but any of them alone can 
be misleading. Hematocrit, is a measure 
of red cell concentration and reflects 
changes in whole blood volume only 
over a longer range of time than is 
appropriate for resuscitation. 
Hematocrit, therefore, does not 
accurately reflect acute blood loss. 
Similarly, the central venous pressure 
does not always bear a linear 
relationship to blood volume. The rate of 
change with fluid administration is often 
more informative than the absolute level 
itself. Central venous pressure 
monitoring is most valuable as an aid to 
the early detection of fluid overload 
when administering blood or other fluids 
with plasma specific colloid activity. 

d. Clotting abnormalities associated 
with massive transfusion. Component 
therapy guided by appropriate 
laboratory studies is the rational way to 
manage clotting abnormalities. The use 
of platelet concentrates, fresh frozen 
plasma, cryoprecipitate, and 
cryoprecipitate-poor plasma are 
indicated in the appropriate clinical 
setting. The use of clotting fractor 
concentrates, which are prepared from 
large plasma pools, are not indicated in 
the usual massive transfusion setting 
because of the high risk of hepatitis and 
other hazards. 

The use of blood transfusions to 
correct coagulation abnormalities 
implies the use of fresh whole blood. 
This becomes rational only when 
multiple clotting deficiencies are to be 
treated simultaneously, appropriate 
components are not on hand, there is a 
concomitant need for red blood cells, 
and fresh blood is easily available. Such 
circumstances are most likely to occur 
in a small hospital when the need arises 
for platelet replacement in an actively 
bleeding patient. Even here, the use of 
fresh whole blood should be considered 
a temporary measure until platelet 
concentrates can be obtained. For 
replacement of plasma clotting factors, 
except factor VIII and factor V, blood 24 
to 48 hours old is adequate. 

e. Exchange transfusion. Exchange 
transfusion is an established therapeutic 
procedure for hemolytic disease of the 
newborn (Ref. 277). Special precautions 
are necessary for this particular version 


. of massive transfusion as the metabolic 


defense of these sick newborn infants 
are not as efficient as in adults, 
especially if the infant is premature. The 
blood must-be warmed, generally should 
be less than 5.days old, and adjunct 
therapy with calcium chloride and 
sodium bicarbonate may be necessary. 
The exchange rate must be carefully 
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controlled, intake and output balanced, 
and the infant monitored closely. 
Mortality rates of 1 to 5 percent have 
been reported, although most deaths 
were probably due to underlying 
disease. 

In performing exchange transfusion in 
the neonatal period, whole blood (CPD), 
heparinized whole blood, and frozen red 
cells reconstituted with fresh-frozen 
plasma are used, each having a number 
of real and theoretical advantages. It 
has been suggested, when using citrate- 
anti-coagulated blood, that half the 
plasma should be removed (Ref. 269). 
This will reduce the risk of citrate 
toxicity and leave the infant with a 
higher hematocrit at the end of the 
procedure. 

Exchange transfusion has been 
extended to several other conditions, 
usually various forms of poisoning or 
intoxication, Recently, exchange 
transfusion has been used in the 
treatment of disseminated intravascular 
coagulation in infants, but there are no 
controlled studies. Exchange transfusion 
is being evaluated in the high-risk 
infants and in infants with respiratory 
distress syndrome (Ref. 270). 
Preliminary results are encouraging. A 
modification of exchange transfusion 
has been used for hepatic coma in 
adults. Total body washout is achieved 
by rapid exchange with cold 
asanguineous fluid followed by a short 
run on cardiopulmonary bypass.to 
support the circulation, restore 
temperature, and restore red cell mass. 
The most notable successes have been 
in patients with Reye’s syndrome and 
not in those with hepatitis A or B. Again, 
proof of benefit by controlled clinical 
trials is needed. 

f. Nutritional deficiencies. Whole 
blood is occasionally given to provide a 
“general support,” or to treat 
hypoproteinemia with some degree of 
concomitant anemia, or even to prepare 
a nutritionally depleted patient for some 
form of stressful treatment. All of these 
approaches and concepts represents 
serious misconceptions about the 
efficacy of blood transfusion, the 
dynamics of blood cell protein turnover 
in disease and malnutrition, the optimal 
management of the undernourished _ - 
patient, and even more serious 
misconceptions about the risks of 
transfusion. General support and the 
correction of malnutrition are not 
legitimate indications for transfusion. 

g. Wound healing. Wound healing is 
impaired by protein deficiency and 
hypoproteinemia, but is not impaired by 
anemia. Transfusion to promote wound 
dealing is not indicated; quite the 





contrary, this is usually a florid example 
of poor medical practice. 

h. Extracorporeal circulation. Some 
blood is necessary for cardiopulmonary 
bypass, but most such operations are 
now done using very little blood in the 
priming solution, allowing hemodilution 
during bypass and slowly replacing red 
cell mass after bypass. It is difficult to 
justify the persistent use of large 
amounts of blood in the priming solution 
in some institutions or to understand the 
marked interinstitutional discrepancies 
in utilization of blocd for similar bypass 
procedures. 

i. Recommendations regarding red 
blood cell product indications. (1) Red 
blood cell products should be 
administered only after a responsible 
physician has evaluated the potential 
benefit in light of the known risks and 
hazards. 

(2) Red blood cell products are 
indicated to correct a red cell deficit, 
chronic or acute, when the deficit is 
severe enough to cause signs or 
symptoms resulting from oxygen 
deprivation. ods 

(3) Red blood cell products are 
indicated to correct a red cell deficit in 
the absence of signs or symptoms when 
there is a reasonable expectation that 
serious signs or symptoms may soon 
occur if transfusion is not given. 

(4) Whole Blood transfusion 
indications: 

(a) Whole Blood is indicated for the 
replacement of actual or anticipated 
blood loss, e.g., during the course of 
major surgery, when the loss is massive, 
or, if the loss is moderate, when 
accompanied by signs and symptoms of 
oxygen deficiency or shock and when 
simultaneous restoration of red blood 
cells and volume is necessary. 

(b) Extensive blood loss is also an 
indication for the use of Whole Blood 
when recognized single or multiple 
coagulation defects are present. The use 
of specific blood components is 
preferable, but in an emergency, or 
when these are unavailable and there is 
no reasonable alternative, fresh Whole 
Blood may be used. In general, this 
approach is not as efficacious as the 
judicious use of specific components. 

(c) Whole Blood may be used when 
exchange transfusion is indicated in 
hemolytic disease of the newborn, and, 
perhaps, in selected cases of hepatic 
encephalopathy, acute massive hepatic 
failure, sickle cell crisis, post- 
transfusian purpura, drug intoxication, 
and respiratory distress syndrome in the 
newborn. 

{d) Whole Blood is indicated to prime 
the pump-oxygenator for extracorporeal 
circulation in those special 


circumstances where crystalloid priming 
fluid alone cannot be used. 
(5) Red Blood Cells (Human) (red cell 


‘concentrate, “packed cells”) is the 


product of choice to increase the oxygen 
carrying capacity of blood in most 
situations requiring transfusion. It can 
be used in place of Whole Blood if 
administered in combination with 
specific components, crystalloid 
solutions, derivatives, or volume 
expanders as indicated by the patient's 
clinical condition. 

9. The donor—a. Donor standards— 
(1) Introduction. A person's suitability to 
donate blood depends on two general 
considerations: The donation will not be 
injurious to the donor and the donated 
blood will not be unnecessarily 
hazardous to the recipient. Overly 
restrictive criteria for donor suitability 
are harmful because they unnecessarily 
reduce the number of eligible blood 
donors, thereby creating difficulty in 
maintaining adequate blood supplies. It 
is commonly asssumed that only 3 to 4 
percent of the eligible population 
donates in any year; however, this figure 
is probably inaccurate. The correct 
figure is probably about 8 to 9 percent, 
and up to 25 percent of the eligible 
population have donated at least once 
within a 10-year period (Ref. 139). 

(2) The physician’s role in donor 
selection. The Code of Federal 
Regulations (21 CFR 640.3) requires that 
a physician take responsibility for 
developing criteria for suitability as a 
donor, although he or she may delegate 
the day-to-day selection of donors to 
trained responsible individuals. The 
Code of Federal Regulations further 
mandates that a procedure manual 
describing these criteria be available in 
the blood bank. A physician need not be 
at a collection site. The American 
National Red Cross (ANRC) requires 
that donor selection be delegated to a 


‘person “no less professionally qualified 


than a Registered Professional Nurse” 


‘and that a physician or emergency 


medical facilities must be “available” 
and “no longer than 15 minutes away by 
automobile” from the blood-collecting 
team. Since there are few published 
data regarding how often serious 
reactions occur and whether they 
require the immediate availability of a 
physician, it is difficult to analyze this 
problem completely. A study by the 
United States Army found that 6.7 
percent of their donors had reactions on 
the phlebotomy bed and another 3.8 
percent after leaving the bed but before 
leaving the donor area (Ref. 140). In an 
unpublished study (Ref. 141) of 65,182 
consecutive blood donations during a 
12-month period, donor reactions 
occurred in 3.9 percent. Reactions 
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classified as moderate or severe 
occurred in only 0.25 percent and only 
eight donors (0.012 percent) required 
medical consultation away from the 
donor site. Moderate or severe reactions 
include all instances where the donor 
lost consciousness no matter how © 
transiently. There were no fatalities and 
no morbidity beyond the day of 
donation. 

(3) Donor safety. 21 CFR 640.3 requires 
only that the donor shall be in good 
health, have a “normal” temperature 
and blood pressure, a hemoglobin level 
of more than 12.5 gm per dL (no 
distinction is made between males and 
females) and be free of any acute 
respiratory disease. Donations of a unit 
of whole blood may occur no more 
frequently than every 8 weeks, although 
this requirement and the blood pressure 


_constraints may be waived in an 


otherwise acceptable donor at the 
discretion of an examining physician. 
All other donor standards listed in the 
CFR are clearly for the recipient's 
benefit. 

(a) Criteria to prevent anemia in the 
donor. It is well recognized that normal 
hemoglobin levels are higher in men 
than in women. Thus, although not 
required by the CFR, most blood donor 
centers use a higher minimal level for 
men, 13.5 gm per dL, than for women, 
12.5 gm per dL. The copper sulfate 
method for estimating safe minimal 
hemoglobin levels is in wide use today 
and uses two solutions of differing 
specific gravities, one for men, the other 
for women. 

It has been suggested (Ref. 145) that 
the specific gravities of the copper 
sulfate solutions be increased to avoid 
phlebotomy of iron-deficient donors. To 
counterbalance an increased deferral 
rate of normal donors with this 
approach, it was also recommended that 
finger stick microhematocrits be 
performed on all those who “fail” the 
copper sulfate test. Spurious results, 
both high and low, may be obtained 
with the copper sulfate technique (Ref. 
142) owing to technical errors, donor- 
sampling variables such as use of 
venous blood, ear or finger prick (Ref. 
145), or donor variables such as 
hyperproteinemia (Ref. 143). Also, 
quality control on the copper sulfate 
solutions may not be adequate (Ref. 
154). : 

Of major significance is the site of 
blood sampling for hemoglobin 
determination. It has been shown that 
samples obtained by ear prick give less 
consistent and generally higher 
hemoglobin values than samples 
obtained by finger prick or from venous 
blood (Refs. 189 through 191). In one 
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study, the donor rejection rate was 7.96 
percent by finger prick and only 1.94 
percent by ear prick (Ref. 189). 

In healthy individuals with adequate 
dietary intake, the daily iron 
requirement depends primarily on age 
and sex. Within the usual age for 
donating blood, the donor's sex is the 
primary variable. Men lose about 1 mg 
of iron daily and absorb the same 
amount from the average daily dietary 
intake of about 10 mg. Menstruating 
women lose about 2 mg of iron per day 
and, without dietary supplementation, 
may or may not increase absorption 
sufficiently to prevent iron deficiency. 
Childbearing adds a significant 
additional requirement for iron in that a 
net loss of 400 mg occurs during 
pregnancy. Once iron deficiency anemia 
occurs, it is generally recognized that 
increased absorption of normal dietary 
iron cannot adequately compensate for 
the deficiency and drug iron 
supplementation is necessary. 

Phlebotomy of 8 percent of the. total 
blood volume, removal of approximately 
a unit of blood from an average person, 
causes a 6 percent drop in the donor's 
hemoglobin level within 1 week. 
Hemoglobin levels return to normal after 
another 2 weeks (Ref. 144). However, 
each 450 mL of donated blood contains 
about 250 mg of iron or about 5 percent 
of the total body iron. Thus, a frequent 
blood donor in good health can become 
iron depleted in a few years if there is 
inadequately increased absorption of 
dietary iron. In donors, particularly 
women, who have compromised iron 
reserves, inadequate intake, or impaired 
absorption, the occurrence of iron 
deficiency is inevitable. 

The prevalence of iron deficiency 
and/or iron deficiency anemia in the 
normal adult population has been the 
subject of a number of studies (Refs. 146 
through 150). Broad generalizations are 
risky because of a number of variables 
among these studies, particularly those 
related to dietary iron intake and to 
criteria for establishing iron deficiency 
and iron deficiency anemia. A recent 
study (Ref. 148) of a northwest United 
States population, using 3 parameters 
for evaluating iron status, found iron 
deficiency in 20 percent of menstruating 
women and in 3 percent of men. The 
data also suggest that about 10 percent 
of all persons who might be blood 
donors are iron deficient, and the 
current tests for anemia in the donor 
population would detect fewer than half 
of them. 

The iron status of blood donors has 
been studied extensively. Decreased 
serum iron and/or increased iron- 
binding capacity (Refs. 147 and 152) or 
diminished stores (Refs. 146, 147, 151, 


and 152) have usually been found. As 
early as 1944, anemia was found to 
correlate with the number of previous 
blood donations (Ref. 153) and reduced 
serum ferritin levels have been 
correlated with donation frequency as, 
well (Ref. 187). The inescapable 
conclusion of all these considerations is 
that iron depletion and occasionally iron 
deficiency anemia will occur with 
measurable frequency in the blood 
donor population that donates blood 
regularly, particularly in women donors. 

Iron depletion without anemia does 
not seem to be associated with any 
morbidity in man. Mild degrees of iron 
deficiency anemia are also generally 
well-tolerated. However, it seems 
desirable to prevent the occurence of 
iron deficiency aneima among blood 
donors so that they would not be-subject 
to unnecessary medical evaluations and 
would have adequate compensatory 
capabilities if unexpected hemorrhage 
should occur. 

There are a number of ways of dealing 
with this problem. One-approach is to 
reduce the permissible frequency of 
blood donation, particularly among at- 
higher-risk women donors. A second 
approach is to recommend iron 
supplementation after blood donation as 
is currently being done by the British 
National Blood Transfusion Service. 
Even this approach will not be entirely 
effective in preventing iron depletion in 
very frequent donors (Ref. 152). A third 
approach may be to increase the 
acceptable level of hemoglobin for 
determining donor suitability. 

The presumed benefits of reducing the 
frequency of blood donation must be 
weighed against the possibility that such 
a regulation would reduce the blood 
supply in this country. While there are 
undoubtedly a number of donors who 
donate regularly every 8 weeks, these 
may represent a small percentage (1.7 
percent) of all blood donated (Ref. 188). 
Irrespective of this, the issue appears to 
be one of balancing societal interests in 
the blood supply against those of the 
individual donor. Similarly, the benefits 
of iron supplementation to donors must 
be:weighed against the occurrence of 
gastrointestinal distress from the 
medications and the possibility of 
masking iron deficiency from a 
pathological cause and thereby delaying 
detection and early treatment of 
disease. 

(b) The donor must have a normal 
temperature. This standard seems 
directed primarily at protecting the 
recipient from possible infection from 
blood obtained from a febrile infected 
donor. Fever is a clinical sign usually 
indicating an underlying pathological 
process and this standard might protect 
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the donor as well. The delineation of 
normal temperature is more difficult, 
however. The mean normal oral 
temperature in a number of studies was 
98.34 °F with a standard deviation of 
0.47. It has beén calculated that the 
normal range of temperature would then 
be between 97° to 100.4 ‘F. Furthermore, 
there is a diurnal variation in 
temperature which may be,as much as 3 
°F (Ref. 99). Fortunately, the peak 
temperature usually occurs between 8 
and 11 p.m., while the nadir occurs at 
between 4 and 6 a.m., both times not 
usual for blood donations. These data 
apply to the resting state; in more usual 
circumstances other factors, such as 
degree of activity, play significant roles. 
Pathological conditions also affect the 
temperature level significantly, usually 
by producing an elevation. Conditions 
which Cause low temperature levels, 
such as hypothyroidism, are distinctly 
uncommon. Both AABB and ANRC 
standards require only that the donor's 
temperature be below 99.6 °F. The 
rationale behind this limit is not known. 
Whether increasing the upper 
temperature limit would increase the 
donor poo! significantly without 
compromising the quality of the product 
is unclear. 

(c) Weight. Although not required in 
the Code of Federal Regulations, both 
AABB and ANRC standards require 
donors to weigh at least 110 pounds if 
they are to donate one unit (450 mL) of 
blood. Although apparently an arbitrary 
standard, it seems a reasonable 
protection against acute hypovolemic 
hypotension which might occur in a 
donor below the weight standards. For 
example, a 110-pound, five-foot tall 
woman has a blood volume of about 3 
liters. Phlebotomy of one unit of blood 
amounts to an acute hemorrhage of 
about 15 percent of her total blood 
volume, probably the upper limit of 
acute hemorrhage that is not associated 
with frequent postural hypotension. 
While it is recognized that blood volume 
estimation based on weight alone is 
inaccurate, the minimum weight 
criterion seems effective and not 
unnecessarily exclusive. 

(d) Pulse rate. Although not required 
in the Code of Federal Regulations, both 
the AABB and ANRC have pulse rate 
standards (AABB 50 to 100 per minute; 
ANRC 60 to 100 per minute). 
Bradycardia and tachycardia may occur 
in normal persons. Here again, while 
arbitrary and occasionally excluding 
healthy donors, these-standards are 
reasonable to protect prospective 
donors who might have heart disease. 

As a general practice, donors with 
irregularities of pulse are referred to 





supervisory personnel for evaluation. 
Donors with sinus arrhythmia or atrial 
premature contractions are usually 
acceptable. Similarly, healthy donors 
with physiological bradycardia, such as 
can be seen with trained athletes, may 
be accepted. 

{e) Age limits. Although age limits are 
arbitrary, upper limits are based upon 
well established correlates of the 
probability of cardiovascular disease as 
a function of increasing age. The present 
regulations provide for individual 
judgments to be made beyond the 
usually accepted age range for 
donations. 

(4) Recommendations regarding donor 
standards. {a} Acceptable minimum 

. hemoglobin level for males should be 
increased to 13.5 gm/dL. 

(b) Donors may not donate more than 
four times per year and no more 
frequently than every 8 weeks. 
Procedures to bleed donors more 

frequently may be established with the 
concurrence of the Bureau of Biologics if 
adequate means are employed to protect 
donors from the development of iron 
deficiency. 

(c) Hemoglobin levels must be 
determined in a manner that correlates 
with concentration in venous blood. 

(d) Research should be encouraged 
into the feasibility, acceptability and 
efficacy of administering iron 
supplements to blood donors. 

10. Testing of donor blood—a. Blood 
typing. Characterization of the ABO and 
Rh types of all donor bloods is 
universally practiced and mandated in 
the Code of Federal Regulations (21 CFR 
640.5). Although there are hundreds of 
blood group antigens on the red cell 
surface, those in the ABO and Rh 
systems are critical because of their 
immunogenicity, frequency distribution, 
and the dire consequences of 
transfusion when incompatibilities exist. 
The reliability of ABO and Rh typing 
depends largely on (1) the quality of 
reagents used for testing, (2) the tests 
that are performed, (3) the controls used 
in tests, (4) the competence of the 
technologist, and (5) the recordkeeping 
and organizational and operational 
abilities of the blood collection center. 

b. ABO typing. The most important 
test is determination of the ABO type: 
The serious complication of transfusing 
ABO incompatible blood, frequently 
fata] when it occurs, demands that this 
test be performed by a dedicated 
technologist using the utmost care, 
highest quality reagents, and well- 
controlled labeling procedures. 

ABO typing (also called grouping) is 
usually done with monospecific anti-A 
and anti-B reagents. In many 
laboratories, an additional test using. 


anti-A, 3 (group O serum) is also done to 
check on the monospecific tests and to 
detect variants of A or B red cells. Most 
labératories also perform so-called 
reverse grouping (serum typing or “back 
typjng”) in which the donor's plasma is 
tested with known type A and B RBC. 
This confirms the cell typing since 
normal persons have serum antibody 
specificity antithetical to the cell type: 

Current standards for antisera used in 
ABO typing are the subject of another 
review in this document. These reagents 
are designed to give strong reactions 
when tested against cells specific for the 
labeled antigentic type and are more 
than adequate to facilitate accurate 
serological determination by even 
relatively unskilled technologists. There 
are, however, situations in which 
routine testing with anti-A or anti-B is 
not entirely adequate in that erroneous 
results will be obtained unless 
additional tests and/or control 
observations are made. These include: 

(1) Weak sub-groups of A or B 
antigens. Numerous variants of the A 
antigen give weak or no agglutination 
when tested with usual blood-typing 
reagents. In some persons of group AB, 
the B antigen weakens the reactivity of 
the associated A leading to weakened 
agglutination when testing is done with 
anti-A reagents. 

(2) Positive direct antiglobulin tests. 
Blood donors who have positive direct 
antiglobulin tests may be erroneously 
type as positive for certain red cell 
antigens as a result of excessive 
globulins bound to the red cell surface. 
This is true particularly with blood- 
typing reagents diluted in.high-protein 
media or automated blood-typing 
systems. 

(3) Other conditions. There are a 
variety of other conditions that may 
affect the accuracy of blood-typing 
reactions. These include acquired B 
antigens, hypoglobulinemia, 
hyperglobulinemia, polyagglutinable red 
cells, and recent previous transfusion 
with blood of a different type. 

c. Recommenaations regarding ABO 
typing. According to the Code of Federal 
Regulations (21-CFR 640.5(b)), blood 
shall be classified as to ABO blood 
group by at least two separate blood 
group tests, and blood-grouping results 
obtained by the different methods and 
with different lots of reagents must be in 
agreement. The Code is not specific 
about the tests required. In the interest 
of accurate ABO blood type 
determinations, the Code of Federal 
Regulations should be modified to be 
more specific as follows: 

(1) Licensed anti-A and anti-B 
reagents or equivalent must both be 
used for determining blood type. 
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(2) Reverse grouping of donor plasma 
or serum against red blood cells of 
known ABO type (A and B) must be part 
of the routine testing. 

(3) Cell and serum grouping must be in 
agreement before a final label is placed 
on the blood. 

d. Rh typing. Typing for the Rh,{D) 
antigen is routine on all donor bloods. 
Because the majority of Rh antibodies 
are of the coating (“incomplete”) type, 
Rh typing usually is done in the 
presence of added protein and/or other 
diluent materials and a control test is 
required using a high protein solution 
and/or other diluent solutions without 


any anti-Rh,{D) antibody. A positive 


contro] test suggests that the Rh typing 
may be erroneous. 

If the test with Rh antisera is positive, 
the donor is considered to be “Rh 
positive.” If there is no agglutination the 
donor may ge Rh negative, although 
some of the persons whose cells fail to 
react are, in truth, Rh, positive. These 
persons are of the D" phenotype and can 
be detected by incubating donor 
erythrocytes with Rh antibody, washing 
them, and then performing an indirect 
antiglobulin test. Only persons negative 
by direct typing and D* testing are truly 
Rh, negative. 

Some laboratories further test Rh, 
negative blood for other Rh antigens, __ 
particularly C and E. Approximately 97 
percent of Rh,(D) negative individuals 
have the Rh genotype rr (cde/cde) and 
thus also lack C and E antigens. In some 
laboratories the 5 percent of Rh,(D) 
negative individuals who are positive 
for either the C or E antigen are 
generally not used as donors for Rh,{D) 
negative (rr) recipients because of the 
possible immunization of the recipient to 
the C or E antigens. This practice is 
unnecessary and inconsistent because: 
(1) C and E are relatively weakly 
immunogenic, and (2) there are 
situations of Rh positive donor-recipient 
pairs where the donor has C or E while 
the recipient is negative for these 
antigens. 

Rh typing is second in importance 
only to ABO typing. The Rh,(D) antigen 
is probably the most immunogenic red 
cell antigen outside the ABO system. 
Thus, the likelihood of immunization 
when an Rh,(D) negative recipient is 
transfused with Rh,({D) positive blood is 
high, although by no means certain. 
Development of antibodies to the Rh,(D) 
antigen compromises the safety of future 
transfusions should Rh,({D) blood be 
used. It also has significance in women 
recipients with a change of childbearing 
because of the possible induction of 
maternal Rh, antibodies that are crucial 
in the pathogenesis of hemolytic disease 
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of the newborn. These considerations 
make the requirement for Rh, (D) typing 
considerable 


of importance. 

The necessity of D® typing has been 
questioned. if D® testing were not done. 
these units would be labeled as Rh, 
negative and transfused into Rh, 
negative recipients. In one study of 45 
donor recipient pairs (Ref. 155), there 
were no instances of immunization of 
Rh,{D) negative recipients to the Rh,{D) 
antigen after transfusion with D® 
positive blood. Immunization with D” 
blood has been reported rarely (Refs. 
156 and 157), but in one case the 
specificity of the resulting antibody is in 
eee 158). Thus, the 

of the D® antigen is low. 
Hisioebe D* testing does afford an 
extra measure of protection, perhaps 
only theoretical, against immunizing 
women with a ceed for childbearing. 

e. Recommendations regarding Rh 
typing. (1) Testing for the Rh, variant D® 
is required. Blood that is D" positive 
should be labeled Rh,{D) positive. 

(2) Routine testing for C and E or other 
antigens should not be required. 

f. Antibody detection tests. Although 
not required by the Code of Federal 
Regulations, antibody detection testing 
on donor serum is common in most 
blood collection facilities. If the test is 
negative, the blood is labeled “no 
unexpected antibodies detected when 
tested by * * *.” Unexpected antibodies 
are found exclusive of the normally 
occurring anti-A or anti-B : 
alloantibodies. Unexpected antibodies 
found may or may not be identified, 
depending on the practice of the 
particular blood collection facility. The 
label must indicate that antibody is 
present, and if identified, the specificity 
must be noted. Such units may be 
transfused at the discretion of the 
transfusion service director and 
attending physician. The incidence of 
significant antibodies is low in healthy 
individuals who have never been wr 
pregnant or transfused with red blood 
cell products. It has been found (Ref. 
192) that 0.322 percent of all donor 
bloods contain unexpected antibodies, 
80 percent of these in women. Antibody 
screening eliminates the need for minor 
cross-matching prior to transfusion. 

Considerable controversy exists over 
many facets of antibody screening. 
Should antibody screening be 
mandatory for ail units of blood 
collected? If so, which test(s) is (are) 
most suitable? Should antibody 
identification be mandatory for those 
units in which antibody is detected. 
Which antibodies are clinically 
significant when transfused into a 
recipient? The question of clinical 
significance must be addressed in 


relation to the transfusion in prospect. © 
For example, the presence of anti-Rh, 
(D) in Rh negative donor blood may be 
significant if transfused into an Rh,{D) 
positive recipient, but is insignificant if 
the recipient is Rh,{D) negative. 

It is advisable to do whatever 
antibody testing is required as part of 
the routine processing of donor blood. 
This permits detection of antibody- 
positive units at the time of collection 
rather than in the transfusion service 
where unexpected findings can delay 
transfusion to a patient. Serum from 
donors without antibody need not be 
tested against recipient cells (minor 
cross-match) eliminating that time 
consuming and, at times, confusing 
procedure in the pretransfusion 
evaluation. 

Antibody screening at the collection 
center also leads to detection of rare 
donor units because the presence of 
antibody implies that the donor is 
negative for the corresponding antigen. 
These rare donors should be registered 
for future recruitment should there be a 
need for their blood. In addition, the red 
blood cells may be frozen for use when 
rare blood is required. 

There are numerous procedures, both 
manual and automated, for antibody 
detection testing. The goal is to detect 
all clinically significant antibodies, but 
not necessarily all antibodies. While the 
question of which antibodies are 
clinically significant is thorny, there 
appears to be agreement that antibodies 
reacting only in vitrol at 5° C, and/or 
room temperature, but not at 37° C, 
usually are of little clinical importance. 
Most clinically significant antibodies 
belong to the IgG immunoglobulin class 
and a test to detect these is necessary. 
Within these constraints, there are 
numerous acceptable procedures for 
antibody screening. 

Determination of specificity on 
antibody detected in donor plasma is 
desirable to identify special donors who 
might be needed in the future and to 
allow development of a frozen red cell 
inventory. Antibody identification could 
be done at the blood collection facility 
or the transfusion service, whichever 
has greater competence. 

An alternative to testing all donor 
bloods for unexpected antibodies has 
been developed, which appears 
efficacious in ascertaining those units 
which contain antibody (Ref. 192). With 
this approach, only donors giving a 
history of previous pregnancy or blood 
transfusion and all Rh negative donors 
are tested for irregular antibodies. The 
incidence of undetected sensitized 
donors with this approach was 
estimated at 1 in 10,000. 


52619 


While it is generally conceded that 
transfusion of antibody (outside of anti- 
A, anti-B, and anti-D) in donor plasma is 
of little clinical significance and there 
has probably never been a well- 
documented case of this hazard (Refs. 
192 and 193}, there appears to be no 
good way of ensuring this in every case. 
Undoubtedly, in some cases the passive 
transfusion of antibody results in a 
positive direct antigobulin test in the 
recipient and may create unnecessary 
laboratory confusion and testing if post- 
transfusion samples are evaluated. 
Furthermore, the amount of antibody 
transfused must be considered relative 
to the recipient's blood volume. Also, 
the amount varies with the blood 
product; whole blood contains about 
three times as much plasma as red blood 
cells, while deglycerolized red blood 
cells contain almost none. Problems 
with infusion of antibody are thus more 
likely to be seen with whole blood 
transfusion. The major drawback in 
labeling units of blood containing 
antibody is that some physicians will 
not use this blood in appropriate and 
safe settings because they do not 
understand the issues involved. This 
problem in medical education does not 
seem amenable to correction by 
compromising the quality of testing or 
by failing to disclose what the blood 
contains. 

In summary, antibody detection and 
identification procedures on donor 
blood are valuable: (1) In identifying 
blood that might be harmful if 
transfused, (2) in identifying blood that 
might confuse future serological 
evaluation of the recipient, (3) in 
selecting donors who might be called 
when specific phenotypes are needed, 
(4) in permitting frozen storage of blood 
of known phenotypes, and (5) in 
identifying donors who could be used as 
a source of blood-typing reagents. 
Proper selection of test conditions and 
reagents is vital for adequate antibody 
screening and idenfitication. Routine 
testing is not generally useful at a 
temperature less than 20 °C, and 
conditions should be appropriate for 
detecting IgG coating antibodies. While 
the clinical importance of passive 
antibody transfusion is slight and is 
related to the product transfused, the 
size of the recipient, the specificity and 
immunoglobulin class and subclass of 
the antibody, and the presence of the 
corresponding antigen in the recipient, 
the designation on the label of any 
antibody specificity present permits the 
transfusion therapist and clinician to 
make sound clinical decisions with all 
the available facts. For frozen 
deglycerolized red blood cells, however, 





such a designation is unnecessary, 
inaccurate and, perhaps, confusing. . 

g. Recommendation regarding 
antibody detection tests. (1) In general, 
each unit of donor blood should be 
screened for unexpected antibodies 
either using Reagent Red Cells intended 
for this purpose or by an equally 
effective method. Thus, in carefully 
selected populations an adequate 
medical history may be utilized in lieu of 
laboratory tests for unexpected 
antibodies provided the procedure 
meets FDA requirements. 

(2) Donor blood found to contain 
significant antibodies should not be 
used for transfusion purposes unless the 
plasma has been removed. 

(3) Tests utilizing donor serum and 
recipient cells should not be required as 
part of pretransfusion testing. 

(4) If the unit of blood is to be 
transfused without significant levels of 
donor plasma, antibody screening and 
identification are not necessary. 

(5) Research should be encouraged to 
develop alternative methods to detect 
and define antibodies that are of clinical 
significance. 

11. Testing for serological 
incompatibility (cross-matching). The 
test for serological incompatibility 
({cross-matching) occupies a central role 
in determining safety of blood 
transfusions. It is the final laboratory 
test performed prior to transfusion and 
is an attempt to ascertain whether the 
donor red blood cells to be transfused 
will have a normal life span in the 
recipient. This procedure must be 
performed prior to transfusion except in 
situations where the time required for 
such tests would compromise the 
recipient's chances for survival. 

Cross-matching is necessary for two 
primary reasons. The human red cell 
contains numerous antigens, each 
potentially immunogenic. It is 
impossible and undesirable to 
phenotype all potential blood donors 
and recipients in an attempt to transfuse 
completely matched blood; it is routine 
to type only for the A, B, and the Rh°{D) 
antigen. This practice is based on both 
the known disastrous consequences of 
transfusion of ABO incompatible blood 
and on the immunogenicity and relative 
frequency of the Rh antigen within the 
population. Furthermore, most 
transfusion services now routinely test 
potential recipient's plasma-for 
unexpected antibodies by using 
specially prepared test cells which bear 
a large number of erythrocyte antigens. 
Antibodies in the recipient directed 
against antigens on donor RBC but not 
on the test cells are detected by the 
cross-match. Thus, the cross-match tests 
recipient's plasma for antibodies against 


donor RBC antigens (other than ABO 
and Rh) which may have been missed 
by routine plasma antibody screening 
procedures. A second, and no less 
important, role of the compatibility test 
is that it helps in discovering errors in 
ABO and Rh typing or labeling. 

a. Limitations of cross-matching. 
Despite its importance, cross-matching 
has certain limitation: 

(1) Not all errors in labeling or typing 
will be detected by this test. 

(2) In vitro testing for serological 
incompatibility is not always predictive 
of survival in vivo. Recipient antibody 
against donor red cells does not always 
mean that, if transfused, the cells will 
have a shortened survival. Conversely, 
the absence of antibody as determined 
by the cross-match cannot ensure in 
vivo red cell survival. 

(3) Cross-matching will not prevent 
the immunization of a recipient since it 
only detects performed antibody. 

b. Technical considerations regarding 
cross-matching. The major cross-match 
tests donor erythrocytes against 
recipient serum and the minor cross- 
match tests recipient erythrocytes 
against donor serum. The importance of 
the major cross-match has never been 
questioned seriously because it is 
designed to detect the presence of 
antibody in the entire plasma volume of 
the recipient which is directed against 
donor erythrocytes. Whether antibody 
screening alone of recipients would 
suffice in certain transfusion settings is 
the subject of considerable recent 
discussion but beyond the scope of the 
Panel's work. 

The minor cross-match is designed to 
detect a finite and relatively small 
quantity of antibody in donor plasma 
directed against the entire erythrocyte 
mass of the recipient. This latter test, 
widely used in the past, is unnecessary 
because: 

(1) The majority of donor processing 
laboratories now do antibody screening 
on all donor bloods. 

(2) Infusion of plasma containing 
antibody in the course of a transfusion 
results in an immediate dilution of that 
antibody approximately tenfold in the 
average adult, thus rendering the 
antibody harmless for the recipient in 
most cases. 

(3) Unexpected donor antibodies . 
almost never cause hemolytic reactions. 
For more discussion of this issue see 
section on Antibody Screening. 

c. Recommendations regarding cross- 
matching. Tests for incompatibility shall 
employ methods that demonstrate 
significant hemolyzing, agglutinating, 
and coating antibodies which are active 
at 37° C and shall include antiglobulin 
tests or their equivalent. 
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12. Serological testing for syphilis in 
blood donors. The routine testing of 
blood donors for evidence of syphilitic 
infection became common practice in 
the era when blood was transfused in 
the fresh state and when there was only 
questionably effective treatment for 
syphilis. The transmission of syphilis by 
blood transfusion was a documented 
hazard with potentially severe 
consequences for the recipient. Testing 
of the donors at the time of collection 
seemed to be a logical and possibly 
effective control measure (Ref. 159). 

Transfusion-related syphilis has not 
been reported in the United States for 
over 20 years. There is reason to believe 
that this success is not due solely or 
even primarily to routine serological 
testing of the donor. This practice, which 
has now become codified (21 CFR 
640.5(a)), should be reexamined. 

There are three hypothetical reasons 
for performing serological tests for 
syphilis (STS) in all blood donors: 
Prevention of syphilis in the recipient, 
detection of syphilis in an asymptomatic 
donor, and detection of “biological false 
positive” (BFP) reactors and removal of 
this blood from the blood banking 
system. 

Routine STS probably has little to do 
with prevention of syphilis in recipients 
because the STS is often negative during 
the early period of infectivity. Further, 
most blood is now usually transfused 
after at least 4 days of liquid storage 
(exact figures are not available), which 
alone is sufficient to eliminate 
infectivity for syphilis (Refs. 100 and 160 
through 163). It is quite likely that the 
great majority of the recipients of blood 
less than 4 days in storage receive 
antibiotic treatment because of the 
nature of their illnesses. Syphilis is no 
longer the dreaded, incurable disease it 
once was. If the control of syphilis were 
worth of being singled out for such 
attention, it would be more efficient to 
test the recipients 3 weeks to 4 months 
after transfusion. After 3 weeks, 
passively transfused regain will 
probably have fallen below the level 
detected by currently used STS, and any 
new syphilitic infection in the recipient 
would be manifested by a positive STS 
by 4 months (Ref. 164). 

As a case-detecting and venereal 
disease-controlling strategy, routine STS 
of all blood donors has some rational 
basis, but the cost-effectiveness ratio 
should be carefully examined. In 
testimony in open session before the 
Panel, it was estimated that there is one 
true positive STS per 1,400 donor tests in 
the United States as a whole. Of 26,128 
cases of primary and secondary syphilis 
reported to the United States Public 
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Health Service (USPHS) in 1975, only 
154 were detected by screening blood 
donors (06 percent). Only 521 cases of 
syphilis in all stages were detected and 
reported, from an estimated 8 to 9 
million tests. Even with this yield, more 
rigorous systems of followup on 
reported reactors and their contacts . 
would be’necessary in order for the 
program to be truly effective If the act 
of blood donation is to be used as an 
opportunity to engage in the random 
screening of the health of asymptomatic 
adults, it is not logical to single out 
syphilis as the disease worth this effort. 

The final consideration in STS of 
blood donors is the Biological False 
Positive (BFP) reaction. Recent data 
(Refs. 165 and 166) indicate that the BFP 
now accounts for 90 percent of the 
positive reactions to STS in the United 
States. If ture, this-seems to reflect a 
continuing increase in this fraction, 
which was reported in the early 1950's 
as 50 t in some areas of the 
United States (Ref. 167). The absolute 
percent of the total population with BFP 
(0.47 percent then versus 0.4 percent 
now) indicates that:most of this trend is 
due to the reduced number of true 
positive reactors reflecting infection. It 
is clear that most positive reactors now 
have BFP reactions. 

The BFP reaction seems usefully 
divided into two categories: acute 
(reversion to negative within 6 months 
in the absence of treatment for syphilis) 
and chronic (continued positive 
reactions in the continued absence of 
evidence of syphilis with more specific 
tests and on physical examination). The 
acute BFP reactions are associated with 
a wide variety of conditions, most of 
them infectious (Ref. 175). Most texts 
now state that almost any acute febrile 
disorder or immunization can result in 
an acute BFP (Ref. 168). Some of the 
better documented causes, however, are 
infectious diseases that could be 
transmited by transfusion where they 
could induce significant illness in the 
recipient, e.g., malaria, infectious 
hapatitis, infectious mononucleosis. The 
temporal relationship between 
infectivity as a blood donor and the 
development of a BFP is not known for 
these illnesses. Other causes for BFP 
mentioned are Hodgkin's disease, 
sarcoidosis and, increasingly, 
intravenous drug abuse. There is some 
dispute about+the role of repeated bloed 
donation in causing BFP reactions. 

The chronic BFP reactors are an 
interesting group of patients who have 
been studied in detail and followed 
carefully in several investigations (Refs. 
167 through 169). Up to 80 percent 
develop manifestations of 


d ysgammaglobulinemia. As many as 
one-half develop laboratory and clinical 
signs of a “collagen disease,” usually 
systemic lupus erythematosus {SLE}, 
within 10 years. Only about one quarter 
remain seemingly healthy 10 years after 
their detection as a BFP reactor. The 
disorders associated with BFP reactions 
are serious, sometimes fatal, diseases 
without known cause or cure. There is 
no evidence that these conditions can be 
transmitted by blood transfusion. 
Conversely, their very slow onset and 
gradual development make it unlikely 
that transmission by transfusion would 
be readily detected. In fact, it would 
require’very long range, careful followup 
of a type that is rarely done to detect 
this result because the latent period-can 
exceed 10 years in the donor. 

a. Summary regarding the STS. The 
mandatory STS on all blood donors 
represents an unusual regulatory 
situation. The practice was instituted for 


. good reasons and was initially probably 


beneficial to donors and recipients. Both 
the potential infectivity of the blood and 
the treatment of the disease have 
changed drastically, however, and the 
STS probably has little value now in 
preventing the transmission of syphilis 
by transfusion. It may have some small 
value in case-detection of syphilis, but 
this does not seem an appropriate 
indication to mandate its continued use. 
There is no evidence that the biological 
false-positive STS reaction is associated 
with any known acute or chronic 
diseases that might be transmissible by 
transfusion. Nevertheless, because the 
frequency of the BFP reaction is 
relatively high, it might indicate the 
presence of a transmissible disease. 

b. Recommendations regarding the 
STS. The STS should be eliminated as a 
mandated test on donor blood prior to 
release for transfusion. 

13. Testing for hepatitis. Estimates of 
the incidence of post-transfusion 
hepatitis are difficult to find. In 1970 
(Ref. 172), the National Research 
Council (NRC) estimated that perhaps 


- there were 30,000 cases of clinical 


hepatitis annually, with a mortality rate 
of 10 percent. They also suggested that 
there may be up to five times that many 
cases when one considers subclinical 
cases. More recent studies (Ref. 173) 
estimate the risk of post-transfusion 
hepatitis at 6.4 cases per 1,000 units of 
blood transfused; one-third of these are 
icteric. This estimate is consistent with 
the earlier one of the NRC. The difficulty 
in defining the precise risk is related to 
numerous variables including ineffective 
reporting and followup, variable criteria 
for diagnosis, and source,of donor blood 
from both a geographic (Ref. 174) and 


52621 


socioeconomic {Refs. 82, 176 and 177) 
point of view. 

Two risk factors for post-transfusion 
hepatitis have been clearly identified. 
Blood obtained from paid blood donors 
carries a higher risk (Refs. 62, 176 and 
177), although payment per se does not 
make the blood more dangerous. 
Undoubtedly, socioeconomic factors * 
related to donor recruitment are 
important. The second risk factor is the 
presence of the hepatitis B surface 
antigen (HBsAg) (Refs. 178 through 182). 
The introduction of universal HBsAg 
testing on all blood donated in the 
United States, particularly with 
sensitive third generation tests, has been 
associated with a reduced incidence of 
post-transfusion hepatitis. Eliminating 
the commercial blood source would be 
even more effective in this regard (Ref. 
82). The recently published Food and 
Drug Administration regulation 
requiring designation of whether a unit 
has been obtained from a paid donor is 
directed at this risk factor. 

In recent years, studies have been 
increasingly directed at elucidating the 
etiological agent(s) responsible for post- 
transfusion hepatitis unrelated to the 
Hepatitis B agent. While hepatitis A 
may be involved in some cases, it is 
clear that there are a large number of 
“non-A and non-B” cases which 
currently escape detection for lack of 
appropriate tests. Development of these 
test must be encouraged (Refs. 80, 81, 
183 and 186). 

New lines of investigation hold 
promise for improved control of 
Hepatitis B infection. Studies on the core 
antigen, HBcAg, and its antibody, the e 
antigen and DNA polymerease hold 
promise for better understanding of 
Hepatitis B and perhaps ascertainment 
of which units are truly infectious. 

No changes are recommended at this 
time regarding hepatitis testing of stored 
red blood cell products. 

14. Labels for blood bags—a. Content 
and design. The label affixed to the 
blood bag must be designed to enhance 
the safety of the product by providing 
adequate vital information ‘to all 
individuals who handle it. Unnecessary 
information, or information that is 
readily available elsewhere, when 
present on the label, may interfere with 
optimal blood bank practice by 
distracting the eye.from the vital 
information. As it is generally agreed 
that most avoidable serious 
complications of blood transfusion 
result from “clerical” rather than 
technical errors, the information present 
on the label and the manner in which it 
is displayed assume major significance. 





Labels currently affixed to units of 
whole blood or red blood cells contain 
much information which is almost never 
read or used. Much of the information 
documents that the units have been 
processed in a manner which meets 
Federal regulations. As blood may not 
be collected or transfused otherwise, the 
presence on the label of such 
information is unnecessary and detracts 
from the safe use of the product. 
However, this information should be 
available in every blood bank as:part of 
the product labeling. 

b. Color coding of labels. Currently, 
color codes for blood typing labels are 
optional. While there are no data to 
indicate whether color coding of labels 
for ABO blood types would help reduce 
blood transfusion errors, the Panel feels 
that immediate recognition of blood 
types by label color would be 
advantageous, particularly in acute, 
massive transfusion situations. 

c. Recommendations for blood bag 
labels. The following information on 
labels affixed to units of Whole Blood 
(Human) or Red Blood Cells (Human) is 
vital to the safety and effectiveness of 
the product and must appear on the bag 
with the first four items in greatest 
prominence: 

(1) Name of the product including 
designation of the anticoagulant- 
preservative solution. The designation 
“(Human)” is unnecessary. 

(2) Blood type. ABO and Rh (Rh,D 
positive or negative) types of blood are 
of vital importance and must be 
displayed most prominently. 

(3) Expiration date. 

(4) A unique number which will 
permit tracing the unit of blood back to 
the donor. The number used to identify 
the unit of blood must be the only 
prominent number. 

(5) Manufacturer's codes, referring to 
codes of blood bag manufacturers 
including lot numbers have no intrinsic 
value in routine use and should be 
displayed on the label in an unobtrusive 
place in small print. 

(6) The name of the blood collection 
facility should be on the label in an as 
unobtrusive manner as possible. 

(7) The designation that the unit was 
collected from a “Volunteer Donor” 
should be discontinued. The designation 
“Paid Donor” should be retained and 
used when appropriate. 

(8) Instructions: 

(a) Store between 1 to 6 °C. 

(b) Do not add medication other than 
0.9 percent NaC1 solution. 

(c) Transfuse through a filter. 

(9) The following statement, “For 
additional information refer to circular 
of information.” 


(10) Space for additional labeling. If 
the unit has special properties, e.g., 
donor antibody or an unusual red cell 
phenotype, this should be noted on the 
label in an available space. 

(11) License number in a small and 
unobtrusive manner. 

(d) Other label recommendations. (1) 
Blood labeling regulations should be 
modified to require that those items 
listed above, and only those items, be 
present on all units of Whole Blood and 
Red Blood oe as delivered by the 
collecting age 

(2) mameaeake should be encouraged for 
analysis of the best eye-readable format 
for blood bag labeling. 

(3) The developing of machine- 
readable costs on labels must be 
conducted in a way to assure that the 
results would not detract from the eye- 
readable aspects of the label. 
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4. Whole Blood (Human) Heparin 


Generic Statement 


1. Introduction. The commonly used 
anticoagulant-preservative solutions for 
collection of blood contain citrate to 
provide a calcium binding effect to 
prevent clotting. There are clinical 
situations in which.citrate might 
adversely affect the availability of ionic 
calcium in the blood of the recipient (see 
the section on anticoagulants in relation 
to whole blood). In addition there is an 
acid load of up to 30 to 40 mEq per liter 
in stored citrated blood. The excess 
acidity is due mainly to the citric-acid in 
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the anticoagulant and the lactic acid 
generated during storage (see section on 
acid-base alterations of whole blood). 
For these reasons, other substances 
have been considered for use as 
anticoagulants. 

Heparin is a sulfated 
mucopolysaccharide that acts with a co- 
factor antithrombin III and is a potent 
anticoagulant (Ref. 1). The co-factor is 
present in adequate amounts in normal 
donor plasma so that the addition of 
heparin alone will provide the desired 
anticoagulant effect. Heparin appears to 
act at more than one point in the 
sequence of coagulation in that it 
appears to inhibit the conversion of 
prothrombin to thrombin and also 
inhibits the action of thrombin on 
fibrinogen (Ref. 1). 

Heparin is not a suitable 
anticoagulant for long-term storage Of 
blood. With time, its effects are 
neutralized by normal constituents of 
blood (Ref. 1). In addition, it is not a 
preservative of red blood cells (Refs. 2 
through 4). The amount needed as an 
anticoagulant for human blood intended 
for transfusion is 75,000 units of Heparin 
Sodium (U.S.P.) with sufficient Sodium 
Chloride Injection (U.S.P.) to make 1,000 
mL. Six mL of this solution as used for 
each 100 mL of whole blood (Ref. 6) will 
provide adequate anticoagulant effect 
for no more than 48 hours. Plasma 
separated from heparinized blood is not 
suitable for use as Single Donor Plasma 
(Human) or as a starting material for 
preparation of Cryoprecipitated 
Antihemophilic (Human) Factor or 
platelets. 

2. Analysis of indications and 
labeling—a. Indications. This product is 
indicated when there is a need to 
provide both red blood cells and plasma 
and the administration of a citrate is 
contraindicated. Depending on the 
clinical situation, heparinized blood may 
be indicated in exchange transfusions of 
newborn infants, when large amounts of 
blood are required in patients with liver 
disease and who are unable to 
metabolize citrate rapidly and in 
cardiopulmonary surgery with 
extracorporeal circulation. 

b. Evidence of effectiveness. It is not 
possible to find detailed controlled 
studies which establish the effectiveness 
of Whole Blood (Human) Heparin. There 
is anectodal information that it has been 
used, and no discernable adverse effects 
have resulted. Current regulations 
require that heparinized blood be used 
within 48 hours of collection. It appears 
that the red blood cell viability is not 
adversely affected by short-term 
storage, but the viability of red blood 
cells in vivo after storage of heparinized 
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blood has not been well documented. 
There is limited evidence to support the 
current dating time of 48 hours or to 
document other changes that occur in 
heparinized blood during storage (Refs. 
2 through 5). 

c. Evidence of safety. Heparinized 

ood has been used for a variety of 
reasons, and no documented evidence is 
available to indicate that when used 
. appropriately it is unsafe. When large 
amounts of heparinized blood are 
administered, there may be sufficient 
heparin infused to result in a hemostatic 
defect in the recipient. Heparin in 
relatively large amounts is used in the 
treatment of thrombin-embolic diseases. 
Even with therapeutic dosages, 
reactions to heparin administered 
intravenously ae rare other than for its 
effect on blood coagulation and 
hemostasis. 

Heparinized whole blood does not 
contain the added glucose that is 
present in ACD or CPD anticoagulants. 
This must be kept in mind in patients 
receiving heparinized blood in exchange 
transfusions. ~ 

d. Benefit/risk evaluation. As with all 
human blood products, there are risks 
associated with this product. Except for 
the possibility of coagulation or 
hemostatic problems resulting from the 


amount of heparin transfused, the risks - 


are the same as those discussed in the 
section on whole blood. There are 
clinical situations when use of blood of 
a more neutral pH and which dees not 
contain a calcium-binding anticoagulant 
is indicated. For this reason Whole 
Blood (Human) Heparin should continue 
to be available. 

e. Recommendations. (1) Whole Blood 
(Human) Heparin should be placed in 
Category Ill A with a period of 3 years 
allowed for completion of further 
studies. The studies should include red 
cell survival data, the status of the 
coagulation system in the donor blood, 
activator levels, degree of kinin 
activation, the presence of clots, and 
residual heparin. 

(2) Although no adverse effects have 
been reported following transfusion of 
heparinized blood stored up to 48 hours, 
it appears wise to limit storage of such 
blood to no more than 8 hours prior to 
use. If the product is to remain licensed 
- during the period of additional studies, 
the expiration time should be reduced to 
8 hours after the initial drawing of the 
blood. 

(3) The general labeling requirements 
applicable to blood collected in ACD or 
CPD apply except for those data related 
to anticoagulation and red cell 
preservation. The labeling should also 
indicate that heparinization of recipients 
is a real possibility when multiple 


transfusions of heparinized blood are 
given. 

(4) It has been the practice in some 
institutions to add ACD: or CPD 
anticoagulant to heparinized blood and 
then to use the blood up to 12 days after 
collection (Ref. 5). This is not a 
procedure discussed in the Code of 


’ Federal Regulations. If there is a need 


for such a modification, additional 
studies will be needed to demonstrate 
the safety and effectiveness of the 
product. 
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5. Whole Blood (Human) Modified- 
Antihemophilic Factor Removed and 
Whole Blood (Human) Modified- 
Platelets Removed - 


Generic Statement 


1. Introduction. Blood collected into 
interconnected but separable plastic 
containers containing a suitable 
anticoagulant may be modified without 
contaminating the unit. Platelets may be 
separated from the whole blood by 
selective centrifugation and transfer of 
plasma along with most of the platelets 
to an integrally attached compartment. 
The platelets can then be concentrated 
by centrifugation and most of the 
platelet-poor plasma can be returned to 
the compartment containing the red 
blood cells. This modified blood has the 
characteristics of the starting whole 
blood except that the majority of the 
platelets and approximately 50 mL of 
plasma have been removed. 

In a similar manner, Cryoprecipitated 
Antihemophilic Factor (Human) 
(cryoprecipitate) can be prepared while 
the containers are still integrally 
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attached and the cryopreciptiate-poor 
plasma can be returned to the 
compartment containing the red blood 
cells. In this procedure plasma is 
separated from whole blood and 
transferred to an integrally attached 
compartment. The plasma is processed 
to yield the cryoprecipitated 
antihemophilic factor while the 
multicompartmented container remains 
attached. During the processing, the red 
blood cells are maintained at 4 to 6 °C. 
The cryoprecipitate is harvested, and 
the residual plasma can be returned to 
the compartment containing the red 
blood cells. As indicated in the section 
on Cryoprecipitated Antihemophilic 
Factor (Human), the residual plasma 
contains 15 to 35 percent of the original 
Factor VIII activity, about ¥% of the 
original fibrinogen and approximately 90 
percent of the original Factor V activity. 
The activity of other coagulation factors 
are unchanged from those of fresh 
plasfna. The modified whole blood has 
the characteristics of whole blood 
except that most of the Factor VIII, % of 
the fibrinogen, and some of the Factor V 
have been removed. 

The two processes can be combined 
so that both platelets and Factor VIII are 
removed. It is generally considered to be 
more practical to seal and detach the 
compartment containing the red blood 
cells before proceeding with separation 
of platelets or cryoprecipitate. In this 
way, Red Blood Cells (Human) are 
prepared in the usual way and the 
processing for platelets and/or 
cryoprecipitated antihemophilic factor is 
done independent of the Red Blood Cells 
(Human). 

2. Effectiveness. The indications for 
the modified whole blood products are 
the same as for whole blood stored for 
more than 48 hours. When used in this 
manner, the effectiveness is equivalent 
to that of stored whole blood for red cell 
and plasma volume replacement. 

3. Safety. The safety of the product is 
equivalent to that of whole blood. The 
manipulations done do not appear to 
have any adverse effects. 

4. Benefit/risk evaluation. The same 
considerations apply as for whole bleod. 
In most blood bank establishments, the 
red blood cells will be removed prior to 
processing for cryoprecipitate and/or 
platelets. In a few situations with unique 
requirements, this is a useful product. 
Because of the hepatitis risk, this 
product may be safer than providing red 
blood cells and plasma from two 
separate donors. However, there are no 
advantages in using this product in 
comparison to whole blood. 





5. Recommendation. It is 
recommended that these products be 
placed in Category I, safe and effective. 

6. Labeling analysis. The labeling 
requirements for whole blood apply to 
these products. In addition, the 
container labels must indicate clearly 
that platelets and/or cryoprecipitated 
antihemophilic factor have been 
removed. 


6. Red Blood Cells (Human) 
Generic Statement 


1. Introduction. Red Blood Cells 
(Human) are also called Concentrated 
Red Blood Cells by the World Health 
Organization. The other designation of 
this whole blood component as “packed 
red blood cells” usually means red 
blood cells from which most of the 
plasma has been removed either by 
sedimentation or by centrifugation. The 
term can also include centrifuged cells 
with the buffy coat largely removed or 
washed red cells in which plasma and 
buffy coat have been removed by at 
least three washings. Thus, four 
products may be available to the 
clinician, each with somewhat different 
characteristics (Ref. 1). 

Sedimented red blood cells are the 
most easily available type since no 
mechanical equipment is needed to 
prepare them. Sedimented cells contain 
practically all of the leukocytes, 
platelets, and almost the same 
concentration of potassium (less than 1 
mEq difference) in the residual plasma 
as in the plasma of whole blood of 
equivalent age (Ref. 2). 

Centrifuged red blood cells have 
similar characteristics, but permit the 
harvesting of more plasma, yielding a 
hematocrit of about 60 to 80 percent. 
They are more viscous because of the 
high hematocrit. 

2. Indications. Red Blood Cells 
(Human) are administered to increase 
the oxygen-carrying capacity of the 
blood. This indication was discussed 
earlier in the statement on “Stored Red 
Blood Cell Products”. Patients with 
hypoxic symptoms whose anemia is 
unresponsive to specific treatment; e.g., 
iron, Bi, folic acid, etc., who are not 
hypovolemic and who do not require 
plasma-clotting factors or plasma 
proteins may benefit from 
administration of red blood cells (Refs. 9 
and 10). Red blood cells should not be 
used in cases in which whole blood is 
indicated for treatment of hypovolemia, 
unless accompanied by the 
administration of plasma volume 
expanders. Plasma volume may be 
expanded, at least in the face of 
moderate degrees of acute blood loss, by 
administration of crystalloid solutions. 


3. Effectiveness. Extensive experience 
and research has proven the 
effectiveness of administering Red 
Blood Cells (Human) to increase the 
oxygen-carrying capacity of the blood 
(Ref. 8). Stored_red blood cells, whether 
concentrated or not, have an increased 
affinity for oxygen. Because red. blood 
cells are transfused to provide patients 
with adequate oxygen transport, it has 
been suggested that blood with high 
oxygen affinity is undesirable and that 
only blood with nearly normal oxygen 
affinity is suitable for transfusion. 
However, available data do not indicate 
the extent of the benefits that might 
result from blood cells with nearly 
normal oxygen affinity or the costs and 
risks that might be incurred in obtaining 
products to yield such possible benefits 
(Ref. 11). Red blood cells are the 
material of choice for transfusion of the 
anemic patient with limited 
cardiovascular reserves. 

4. Safety. The hazards of red blood 
cell transfusions are the same as whole 
blood transfusions. The only hazards 
not associated with whole blood 
transfusions are possibly those of 
ammonia accumulation and citrate 
intoxication (Ref. 12). Since potassium 
from the red cells equilibrates with the 
plasma potassium as storage progresses, 
red blood cells are only slightly deficient 
in potassium (Ref. 2). 

In general, it has been stated that 
fewer transfusion reactions occur with 
red blood cells compared with whole 
blood, but it should be emphasized that 
this is in reference to “buffy coat poor” 
red blood cells or previously frozen, 
washed cells. These latter two products 
are quite different from. the red blood 
cells available in most blood banks. In 
one report, 59 percent of transfusion 
reactions were caused by red blood 
cells when 48 percent of all red blood 
cell products were given as red blood 
cells (Ref. 6). The reduction in plasma 
volume of sedimented red cell products 
which have a hematocrit of 65 to 70 
percent is insufficient to prevent IgA 
reactions in sensitive recipients (Ref. 3) 
or hepatitis (Ref. 4). The deleterious 
effects of allergic reactions and 
anaphylactic reactions to IgA are 
obviated only by washed red cells (Ref. 
5). Centrifuged red blood cells with the 
buffy coat largely, but not completely, 
removed contain about 30 percent of the 
leukocytes present in the original donor 
unit. Sufficient leukocytes and platelets 
are still present to cause 
allosensitization to their antigens in-the 
previously unsensitized patient. 

The 5 to 10 percent residual plasma in 
centrifuged red blood cells is too high to 
provide any protection against the 
development of hepatitis (Ref. 1). There 
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has been no definitive prospective 
analysis to substantiate the claim that 
the incidence of hepatitis with red blood 
cells is less than that of whole blood. 

Washed red blood cells are indicated 
for patients who have allergic 
transfusion reactions. Patients who 
develop anaphylactoid reactions to IgA 
must receive red blood cells almost 
completely free of plasma. Even the 
small amount of plasma (less than 1 
percent) that remains in well washed 
red blood cells can cause transfusion 
reactions in some of these patients (Ref. 
3). : 

5. Benefit/risk evaluation. This 
product allows the use of red blood cells 
as a byproduct of the preparation of 
other blood components, and it is 
completely adequate to treat the 
deficiency in red blood cell oxygen- 
carrying capacity associated with 
anemia. Red blood cells are difficult to 
administer rapidly and may be more 
expensive than whole blood if they must 
be administered with plasma substitutes 
to replace blood volume loss (Ref. 8). 
Sixty percent of the blood collected is 
used intraoperatively (Ref. 7). 

6. Recommendations. a. Red Blood 
Cells (Human) should be placed in 
Category I. 

b. The term “Red Blood Cells” should 
be substituted for “Red Blood Cells 
(Human)” and for “packed red blood 
cells”. 

c. Red Blood Cells should be labeled 
to indicate that their only use is to 
increase the oxygen-carrying capacity of 
the blood. When they must be used to 
substitute for Whole Blood then the 
labeling must indicate that a suitable 
plasma volume expander must be 
administered with them if hypovolemia 
is being treated (Ref. 13). In other 
situations where whole blood is 
indicated because of its red blood cells 
and plasma constituents, red cells can 
be used with simultaneous 
administration of the necessary plasma 
components in a separate form. : 

d. Labeling should indicate that red 
blood cells should not be reconstituted 
or infused with lactated Ringer's 
solution, 5 percent aqueous dextrose or 
5 percent dextrose in 0.225 percent 
saline, as clumping, hemolysis, or 
clotting may occur (Ref. 14). 

e. There is a need for the scientific 
community to develop a more extensive 
evaluation of the usefulness of red blood 
cells and an analysis of the 
complications that occur after their 
administration. This is especially 
relevant to the belief that the 
administration of Red Blood Cells will 
minimize circulatory overload. 
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7. Frozen Red Blood Cells (Human) 


Generic Statement 


1. Introduction. The development of 
methods for cryopreserving blood was 
predicated on the perceived need for 
long-term storage. Vagaries in blood 
collections, daily and seasonal, as well 
as uncertainties in usage contributed to 
episodic cycles of blood shortages 
followed by excesses and, thus, 
outdating. Prolonged extension of the 
blood’s shelf life was seen.as a possible 
way of circumventing these variables 
and making more effective use of 
collected blood. 

Expansion of techniques for antibody 
identification and the description of new 
red cell phenotypes during the past two 
decades also resulted in the need for 
long-term storage. Patients with 
antibodies directed against high 


incidence antigens require a ready 
resource of homologous or autologous 
blood. This could be accomplished by 
extending the shelf life of blood 
indefinitely. 

A number of techniques for red cell 
cryopreservation have been developed 
and are in routine use (Refs. 1 through 
4), but only two have been licensed by 
the Food and Drug Administration (Refs. 
1 and 3). Although methods vary 
considerably, they have one common 
major requirement: The necessity of 
adding the cryoprotective agent, 
glycerol, prior to freezing. Since the 
intravenous administration of large 
amounts of glycerol is undesirable, 
previously frozen, glycerol-protected 
blood must be washed prior fo 
transfusion. This is also required to . 
return the cells to an isosmotic state, 
since glycerol penetrates the red cells in 
exerting its cryoprotective effect. 

The cost of washing, in both dollars 
and time, has restricted severely the 
routine use of previously frozen red cells 
of purposes of balancing inventory. 
Furthermore, techniques of freezing and 
washing red cells require multiple 
entries into the blood pack, thereby 
restricting the post-thaw shelf life to a 
mere 24 hours according to current 
practice. However, an impressive 
number of other possible advantages 
resulting from either freezing aaah or 
thawing have come to light which 
appear to be separate from the long 
shelf life of frozen red cells but which at 
this time play a greater role in their 
clinical use. Verification of these 
presumed benefits of frozen red cells 
might well determine the extent of their 
use in the near future. Despite these 
considerations, it is estimated, based on 
data accumulated within The American 
Red Cross Blood Program, that no more 
than 3 to 5 percent of all blood 
transfusions are currently accomplished 
with frozen red blood cells. 

2. Effectiveness—a. Red cell studies. 
The recovery of red cells after 
glycerolization, freezing, thawing and 
deglycerolization (washing) varies 
between 70 to 93 percent of the original 
starting material and depends largely on 
the method used for the freeze-thaw 
procedure (Refs. 3 and 27). Most studies 
report that at least 85 percent of the red 
cells are recovered when a high-glycerol 
technique is used and if 
deglycerolization is done using one of 
the three currently available centrifuge 
techniques. More controversy exists in 
evaluating the technique of 
cytoagglomeration where some 
investigators report recoveries as low as 
70 percent, although others have found 
85 percent recovery (Refs. 1 and 27). 
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Analysis in vitro of the final 
deglycerolized product comparing 
various washing technique has been 
performed by Valeri (Ref. 28). He found 
that the,red cell products obtained by 
the cytoagglomeration techniques had 
higher levels of supernatant hemoglobin, 
extracellular potassium ion, supernatant 
osmolality, residual glycerol, and 
residual plasma protein than did cells 
washed by any of the currently 
available centrifuge methods, all of 
which seem to give comparable results 
for these measured characteristics. 

Measurements of survival of 
deglycerolized red cells 24 hour after 
transfusion demonstrate differences 
depending on the method employed in 
freeze-thawing and the duration of 
storage in the frozen sate (Ref. 29). For 
the cytoagglomeration technique, in one 
study of 18 units stored frozen for a 
mean of 3.8 + 1.5 years, a mean 24-hour 
survival of 73 percent plus or minus 17.5 
(2 S.D.) was found. It has also been 
demonstrated that with this method 
there is a correlation between the 
duration of storage in the frozen state 
and the 24-hour red cell survival (Ref. 4). 
When using one of the centrifugal 
methods for deglycerolization, higher 24- 
hour survivals are usually obtained, 
especially in direct comparative studies 
with the cytoagglomeration method. 
Furthermore, the results obtained by 
these methods do not seem to be 
affected by duration of frozen storage. 

When using the cytoaggolmeration 
technique it has been found that nearly 
50 percent of all units have a positive 
direct ‘antiglobulin test. This finding, 
however, could not be correlated with 
any alterations in the 24-hour red cell 
survival (Ref. 30). 

Frozen deglycerolized red cells 
require a two-faceted evaluation; the 
recovery of cells in vitro after freeze- 
thaw injury and the survival of these 
cells after transfusion. These 
characteristics are of importance to the 
recipient as they relate directly to the 
expected benefit after transfusion of 
“one unit.” As there is red cell loss 
during the freeze-thaw process which is 
related to variations in methods used for 
freeze-thawing, as well as variations in 
post-transfusion recovery related to the 
same methods, each technique could 
result in wide variations in therapeutic 
effectiveness of the resulting red cell 


_ product. 


b. Possible advantages of frozer 
blood. Table 1 lists the possible 
advantages of frozen-deglycerolized red 
cells. 





TABLE 1.—POSSIBLE ADVANTAGES OF FROZEN 
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Freezing 


Leukocyte removal 

Removal of hepatitis B antigen 

Plasma protein remova! < 
Diphosphoglycerate maintenance........ 
Long-term storage of rare types _........ 
Salvage of outdated blood 

aay Ee — + 


? Unknown; + Contributes an advantage; 0 Probably 
unrelated to an advantage, - Deleterious. 
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In each case in Table 1 the role of 
either the freezing or thawing processes 
is assessed as being contributory, 
unrelated, or deleterious to the desired 
result. In many cases, the washing 
procedure appears to be far more 
important than freezing. This suggests 
that washing alone without prior 
freezing may be sufficient to achieve 
many of the proposed advantages of 
frozen red cells. Thus, the efficiency of 
washing is critical in determining some 
of the possible advantages of frozen red 
cells. Variables in washing techniques, 
such as wash volume or whether batch 
or continuous flow washing is used, may 
determine how well suited a particular 
method is for achieving a desired 
property of the red cell preparation such 
as leukocyte or hepatitis agent removal. 
A corollary is that efforts to reduce the 
time and expense of the washing 
procedure might result in a loss of some 
of the possible advantageous aspects of 
frozen red cells. The limit of effective 
washing of red cells has not yet been 
determined. 

{1) Leukocyte removal. For several 
transfusion situations, contamination of 
red cell preparations with leukocytes is 
undesirable. There are four problem 
areas in which the presence of 
leukocytes appears to play a major role: 
(1) Nonhemolytic febrile transfusion 
reactions are largely the result of 
immunization to leukocyte and/or 
platelet antigens. (2) Refractoriness to 
platelet transfusion has been correlated 
with previous transfusions with 
leukocyte and platelet-containing blood 
products. The use of previously frozen 
red blood cells may minimize this 
problem. (3) Immunization to leukocyte 
and platelet antigens of the HLA and 
other systems by transfusion may 
compromise the survival of future 
allografts, although this concept has 
recently been brought into serious 
doubt. (4) Leukocyte-borne viruses may 
cause disease in recipients. In addition 
to these problems, the transfusion of 
viable lymphocytes to 
immunosuppressed recipients has been 
suggested to be hazardous by virtue of 
causing graft versus host disease. 


Compared with liquid-stored blood, 
frozen-washed red cells have few 
leukocytes and virtually no platelets. 
There is considerable disagreement over 
the extent of leukocyte removal 
achieved by this method. Table 2 
indicates the extent of red cell losses 
and leukocyte reduction achieved with 
some current freeze-thawing techniques 
(Table 2). It appears that the freezing 
process may play an important role in 
Facilitating efficient leukocyte removal 
by simple destruction since current 
methods for cryopreserving red cells are: 
not effective for preserving leukocytes 
or platelets. Some studies suggest that 
some lymphocytes may be resistant to 
the rigors of this method of 
cryopreservation (Ref. 13). Undoubtedly, 
the necessary post-thaw washing also 
plays a role in leukocyte removal. 
Despite this, more complete removal of 
HLA antigenicity may require micropore 
filtration during transfusion (Ref. 14). 
Leukocyte removal also can be achieved 
without freezing using a variety of 
separation techniques (Table 2). 


TABLE 2.—RED CELL LOSSES AND LEUKOCYTE 
REDUCTION ASSOCIATED WITH VARIOUS 
CRYOPRESERVATION METHODS 


(CPO)... 
— ‘(contriugal) rest | 


spin... 
Dextran ‘sedimentation. 
Plasmage! sedimentati 


Regardless of the underlying 
mechanism, the need for transfusions of 
leukocyte-poor blood is currently the 
major indication for using frozen- 
washed red cells. 

Frozen-washed red cells appear to be 
effective for patients who have been 
transfused frequently and who have had 
repeated febrile reactions due to 
antibodies to transfused leukocytes. In 
some transfusion services frozen- 
washed red cells are used 
prophylactically for patients in whom 
long-term transfusion therapy is 
anticipated. Most users of frozen blood 
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-for this purpose have noted an almost 
complete absence of nonhemolytic, 
febrile transfusion reactions but 
published data on this point are lacking. 
These clinical observations have been 
supported by preliminary studies on the 
production of cytotoxic and 
agglutinating luekocyte antibodies 
following frozen blood transfusion. 

Probably the most common use of 
frozen blood is in patients with chronic 
renal disease either on a dialysis 
program or as part of a renal transplant 
procedure. Approximately 50 percent of 
all frozen red blood cell transfusions in 
the Red Cross program are in this 
category. Here the use of frozen cells is 
predicated on their presumed lack of 
immunogenicity in the HLA system 
because few leukocytes are present in 
the final transfusion product. It is 
postulated that the rejection rate of a 
renal homograft could be diminished 
with the use of frozen red cell 
transfusions. Conversely, results from a 
retrospective, multicenter study have 
suggested that transfusion might 
actually be protective against renal 
allograft rejection possibly by — 
stimulating the production of “blocking” 
antibodies (Ref. 5). More recent studies 
indicate that homograft survival is in 
fact better in recipients previously 
transfused with liquid stored blood 
containing leukocytes than in 
nontransfused recipients (Refs. 31, 32, 
33, 39 and 40). These studies bring 
sharply into question the current general 
use of this blood product for this 
indication. 

(2) Risk of hepatitis. The report of 
Tullis et al. (Ref. 6) on the absence of 
hepatitis in recipients ‘of previously 
frozen blood was a major force in 
accelerating development of freeze-thaw 
technology and in the clinical use of this 
blood product. Another retrospective 
study confirms this observation (Ref. 
34). In a limited prospective study, 
Valeri (Ref. 35) demonstated that 
washing blood prior to transfusion 
reduced the infectivity rate for Hepatitis 
B. Recent studies indicate, however, that 
HBsAg infectivity can be transmitted to 
chimpanzees transfused with frozen 
deglycerolized red blood cells washed 
by continuous flow techniques (Ref. 37). 
More extensive controlled studies on 
this question are necessary to quantify 
this effect. 

It has been demonstrated that 
Hepatitis B surface antigen (HBsAg) 
cannot be detected even by the most 
sensitive techniques in blood thoroughly 
used by either a batch process or by 
continuous flow (Ref. 7). The latter 
technique, which can achieve a plasma 
protein dilution of 1:25,000, produce a 40- 
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fold greater protein dilution than triple 
washing in a batch process. Therefore, 
continuous flow might be the preferable 
method, particularly since HBsAg can 
be passively transferred to recipients 
even if it is transfused at great dilution. 
This question may be crucial since 
freeze-wash methods that utilize batch 
washing procedures may be at a 
theoretical, if not a real, disadvantage 
(Ref. 35). This difficult question requires 
very careful study. “dy 

(3) Plasma protein removal. Frozen- 
washed red cell preparations are largely 
devoid of plasma protein. Thus, 
transfusion reactions resulting from 
previous immunization to plasma 
proteins such as anaphylaxis due to 
sensitivity to IgA, or from passively 
administered antibodies such as those to 
penicillin may be eliminated by using 
frozen blood. Freezing may play some 
role by facilitating the removal during 
the washing procedure of some proteins 
previously bound to the red cell surface. 
A patient with sensitivity to IgA was 
transfused safely only with blood that 
was both frozen and washed but not 
with blood without prior glycerolization 
and freezing (Ref. 8). 

The absence of anti-A and anti-B 
alloagglutinins in freeze-washed red 
cells makes this product safe when used 
judiciously in recipients of other ABO 
groups, Group O to any recipient, Group 
A or B to AB recipients. This is helpful 
from the point of view of the transfusion 
service because it permits greater 
flexibility in selecting compatible blood. 
Also, units of blood containing 
unexpected antibodies can be diverted 
into the frozen blood inventory. The ~ 
antibodies present in these units are 
then removed during the 
deglycerolization-wash procedure. 

(4) Maintenance of red cell 
diphosphoglycerate (DPG). Much recent 
research has been directed towards 
developing methods for maintaining 
DPG levels and oxygen-releasing 
capability in stored erythroocytes. Red 
cells stored in the frozen state show no 
diminution of DPG levels after thawing 
when compared with pre-freeze levels 
(Refs. 9 and 10). Since most blood is 
frozen soon after collection, DPG levels 
are maintained at levels approaching 
those of freshly drawn blood. Red cells 
with normal DPG levels may have some 
applications in special transfusion 
situations, but more carefully designed 
and controlled studies are necessary to 
establish this point (Ref. 12). 

(5) Long-term storage of rare blood 
types. Freezing permits long-term 
storage of red cells which are negative 
for various high-incidence antigens or 
other uncommon antigen phenotypes for 
future transfusion into immunized 


recipients. This is an important but 
uncommon application of 
cryopreservation, which represents less 
than 5 percent of all frozen blood usage 
in the Red Cross Blood Service. 

(6) Salvage of outdated blood. Valeri 
and Zaroulis have demonstrated ,3. . 
recently that blood collected in ACD or 
CPD and stored at 4° C for up to 28 days 
can be “rejuvenated” by incubation at 
37° C for 1 hour with pyruvate, inosine, 
glucose, and phosphate (Refs. 10 and 
11). Subsequent freezing, thawing, and 
washing yielded an 86.6 percent in vitro 
recovery of red cells having a 24-hour 
post-transfusion survival in vivo of 80 
percent. The oxygen transport function 
of these cells was the same as that of 
freshly collected blood. Post-thaw 
washing was necessary to remove the 
potentially toxic materials used for 
rejuvenation. This technique offers a 
possible new approach to control of red 
cell outdating. Rejuvenation and 
freezing may play some role where 
salvage of specially selected red cells 
such as those of uncommon phenotype 
is necessary. 

(7) Removal of microaggregates. It is 
generally assumed that the majority of 
microaggregates in stored blood are 
removed during the washing procedure 
although data establishing this point are 
lacking. A recent study suggests that 
some microaggregates remain which can 
be removed by micropore filtration (Ref. 
14). 

3. Safety. In general, most of the 
hazards related to liquid-stored whole 
blood or red blood cells apply to frozen 
deglycerolized cells as well. Some of the 
areas where it has been well established 
that frozen deglycerolized red cells have 
higher levels of safety include: treatment 
of patients with previous nonhemolytic 
febrile transfusion reactions, treatment 
of patients with allergy to plasma 
proteins, in decreasing immunization to 
leukocyte or platelet antigens where 
that may be desirable, in maintenance 
of red cell DPG levels, and in non-ABO 
specific transfusions where alloantibody 
removal is desirable. Increased safety 
related to hepatitis transmission has not 
been proven. Use of frozen blood in 
hemodialysis patients for improving 
later allograft survival now seems 
questionable. 

The freeze-thaw process itself adds 
certain potential hazards. Adequate 
removal of glycerol must be achieved. 
The ionic constitution and concentration 
of the final wash solutions may be of 
some concern if they do not approach 
normal plasma levels in the final 
preparations. The possibility of bacterial 
contamination of the final product 
because of its preparation in an open 
system is an additional hazard. The 
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current 24-hour post-wash shelf life for 
frozen deglycerolized blood is consistent 
with similar guidelines for other blood 
preparations prepared in open systems. 
In one study of this issue, units of whole 
blood were inoculated with a variety of 
bacteria prior to freezing or after 
deglycerolization. These units were 
evaluated for bacterial contamination 
after postdeglycerolization storage for 
72 hours at 4 “°C (Ref. 36). It was 
demonstrated that, (a) the 
deglycerolization procedure reduces the 
bacterial inoculum substantially and (b) 
the bacteria evaluated in this study do 
not proliferate in the deglycerolized red 
cell product for up to 72 hours when 
properly stored. It was later noted that 
one cryophillic bacterial species did 
proliferate under these conditions. 

4. Recommendations. a. The Panel 
recommends that Frozen Red Blood 
Cells (Human) be placed in Category I. 

b. Frozen deglycerolized red blood 
cells must be prepared by a method that 
results in a minimum in vitro yield of 80 
percent of the original red cell mass. 

c. Frozen deglycerolized red blood 
cells must meet the same viability 
requirements as liquid stored blood, 
namely, the method must be designed to 
assure that, on the last storage day, at 
least 70 percent of the cells survive in 
the recipient 24 hours after transfusion. 

d. The effective yield after 
deglycerolization must be 65 percent. 
The effective yield is determined by 
multiplying the mean in vitro yield after 
deglycerolization by the mean 
percentage in vivo survival 24 hours 
after transfusion. 

e. If the above criteria are met and if it 
can be shown that there is no increased 
risk to the recipient of bacterial 
contamination when compared with 
liquid-stored blood prepared in a closed 
system, the post-deglycerolization shelf 
life should be extended beyond the 
presently permitted 24 hours. 

f, Glycerolized blood may be stored in 
the frozen state for any period of time as 
long as it has been demonstrated that 
the above criteria are met. 

g-. After deglycerolization, the final 
suspending solution should be isotonic 
and contain between 130 and 160 mEq 
sodium per liter. 

h. In-process controls of the freezing 
and deglycerolization procedure should 
be such as to assure that there shall be 
no more than 0.5 gram per dL of glycerol 
and 175 mg per dL of supernatant 
hemoglobin in the final product (Ref. 38). 
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8. Cryoprecipitated Antihemophilic 
Factor 


Generic Statement 


1. Introduction. In 1954 Brinkhous 
(Ref. 1) first made the observation that 
factor VIII (antihemophilic factor, AHF) 
was a Cold insoluble protein. In 1959, 
Pool and Robinson (Ref. 2) made a 
similar observation while studying 
plasma preparations of factor VIII. 
However, it was not until 1965 that Pool 
and Shannon (Ref. 3) described a 
method for the practical utilization of 
factor VIII cryoprecipitability to prepare 
cryoprecipitated Antihemophilic Factor 
(Human) (“Cryoprecipitate”, “Cryo”) as 
a part of routine blood banking. The 
procedure involves freezing plasma with 
subsequent thawing at 4° C yielding a 
precipitate containing about 45 percent 
of the original factor VIII and 30 to 40 
percent of the fibrinogen. After 
centrifuging, the supernatant plasma is 
drained and the residual 
cryoprecipitated factor VIII is refrozen. 
It is a simple, inexpensive way to 
provide factor VIII as a byproduct of 
component blood banking. The major 
problem has been the unpredictable 
yield of factor VIII making dosage 
calculations difficult (Ref. 4). However, 
recent studies (Refs. 5 and 6) have 
analyzed the variables of production 
which may affect yield. This has given a 
standardized method which consistently 
provides an average of 60 percent of the 
available plasma factor VIII in the 
cryoprecipitate. In addition to 
Cryoprecipated Antihemophilic Factor 
(Human), commercial Antihemophilic 
Factor (Human) has subsequently been 
licensed and is reviewed elsewhere in 
this document. 
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2. Factor VIII assay. The two major 
techniques of assaying factor VIII are — 
based on the partial thromboplastin time 
(PTT) (Ref. 7) or thromboplastin 
generation time (TGT) (Ref. 8). These 
methods originally were developed for 
measuring factor VIII levels in plasma. 
One hundred percent activity was based 
on an appropriate-sized normal donor 
pool (10 to 30 donors) or the then- 
available NIH reference standard. These 
assays were shown to predict the 
recovery of factor VIII when plasma 
was transfused into hemophilia A 
recipients. Although the assays correlate 
with each other to a high degree, both 
have a variability within the assay 
system of 7 to 10 percent. The increased 
concentration of factor VIII in more 
recent cryoprecipitate procedures has 
required modification of the assay 
systems to give reliable measurements. 
The major change suggested for both 
assays (Refs. 3 and’9} was an initial 
dilution of cryoprecipitate 1 to 9 in 
hemophiliac plasma with further 
dilutions in buffer to give a factor VIII 
concentration within the range of the 
standard assay curves; i.e., 0 to 100 
percent activity. In spite of these 
modifications the assays may not 
predict the recovery in vivo (Refs. 3 and 
5). However, studies comparing the two 
methods for measuring factor VIII in 
cryoprecipitates have shown that they 
are comparable (Refs. 5 and 10). 
Because of the often unexplained 
differences between in vitro factor VIII 
assays and in vivo factor VIII recoveries 
(Refs. 3, 5 and 11 through 15), facilities 
preparing Cryoprecipitated 
Antihemophilic Factor (Human) should 
document the reliability of the in vitro 
assay system used by measuring in vivo 
recoveries of factor VIII following the 
infusion of their cryoprecipitate into 
hemophilia A recipients (Refs. 3 and 5). 

3. Donor variables. Several different 
characteristics of the donor have been 
claimed to be associated with higher 
plasma factor VIII levels and 
presumably a greater yield of factor VIII 
in cryoprecipitates prepared from this 
starting plasma. 

a. Factor VHI levels in the normal 
population. It has consistently been 
shown that the normal population has a 
wide range of factor VII activity from 
50 to 200 percent and that this level may 
not even be the same for a donor on 
every occasion (Refs. 7 and 16 through 
19). The greater the factor VIII activity 
of the initial plasma the greater the 
expected yield of factor VIII in 
cryoprecipitate. However, some studies 
have suggested that not all donors have 
the same degree of cryoprecipitability 
(Refs. 6 and 17). Nevertheless, this 


baseline factor VII variability in the 
donor is probably the major factor in the 
spread of factor VII activity in 
individual units of eryoprecipitate. 

b. Exercise, Exercise has been shown 
to increase the factor VHI concentration 
in plasma 1% to 3 times normal (Refs. 14 
and 20 through 25) and in those studies 
where it has been evaluated an increase 
in factor VIH antigen has also been 
found. The immunologic. data suggest 
that the’increase in procoagulant 
activity represents a true elevation of 
factor VIII protein. 

However, transfusions of plasma from 
exercised donors into hemophiliacs 
have shown a decreased factor VIH 
recovery (Ref. 20} and shortened half-life 
of 5 hours compared to the normal of 10 
to 13 hours (Ref. 22). In vitro assay of 
cryoprecipitates prepared from 
exercised plasma donors over-estimated 
the in vivo yield (Ref. 14). Therefore, 
exercising donors does not represent a 
useful means of increasing the 
production of factor VII. 

c. Other variables. Age, sex, and 
blood group are other possible donor 
variables. Preston (Ref. 16) found factor 
VIII activity to be 6.5 percent greater in 
females (p <0.05), 8 percent greater in A 
or B blood group.donors than those of 
group O (p <0.01) and unaffected by the 
age of the donor in an analysis of 
plasma from 410 individuals. In contrast, 
similar studies by Burka (Ref. 17) in 169 
donors showed no significant 
differences in any of these parameters. 

4. Preparation variables—a. Sources. 
Either single units of whole blood or 
plasmapheresis may be used as a source 
of starting plasma. Some studies have 
reported an averaged 15 percent 
reduction in factor VIII activity in the 
second unit of a double plasmapheresis 
(Refs. 17 and 26), while others have 
found no differences (Refs. 5 and 6). The 
reported differences in plasma factor 
VIII levels between plasmapheresis 
units are small enough that they do not 
statistically affect factor VIII yield in 
cryoprecipitates (Ref. 17). 

b. Collection—{1) Anticoagulant. The 
anticoagulant used, whether ACD or 
CPD, does not affect the yield of factor 
VIII in cryo (Refs. 5, 17, 27, and 28) nor 
does the addition of adenine (Ref. 29). 
Factor VIII blood is mixed thoroughly at 
the end of collection, Factor VIII content 
is most stable at pH values greater than 
6.8 (Ref. 28) and preparation of 
cryoprecipitate from ACD plasma with a 
pH of 6.5, as may occur after 
preparation of platelet concentrates, is 
associated with a 43-percent average 
reduction in the in vivo factor VIII yield 
(Ref. 11). 
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(2) Container. The collection 
container, plastic or glass, does not 
affect AHG yield (Refs. 5, 18, and 19). 

(3) Mixing during collection. Perkins 
(Ref. 19) found a significant 
improvement in factor VIII levels in 
blood collected by a rocking vacuum 
device compared to gravity blood flow. 
Plasma Factor VIII levels were better in 
fresh plasma with approximately 98 
percent of expected levels with the 
vacuum method versus 80 percent by 
gravity flow (p <0.05). Similar 
differences were found after frozen 
storage of the plasma for 2 months. 
Subsequent studies, however, have 
shown that as long as the blood is mixed 
thoroughly at the end of collection, 


‘factor VHI content of cryoprecipitate 


does not differ significantly from that 
prepared from blood agitated throughout 
the collection (Refs. 5 and 6). 

(4) Delay before processing. Whole 
blood stored at 4° C progressively loses 
factor VII activity (Refs. 5, 6, and 30) 
with a loss at 24 hours approaching 50 
percent of the initial factor VIM activity. 
However, if the plasma has been frozen 
solid within 6 hours of collection, the 
loss is only 10 percent fRef. 5}. Further 
fractionation of this plasma showed 
recovery of factor VIII in the 
cryoprecipitate is also 10 percent less 
both in vitro and in vivo. This loss 
appears to be acceptable to provide 
flexibility in processing blood from 
mobile blood collection facilities. 
Alternatively, mobile laboratories for 
cryoprecipitate production have been 
shown to be feasible (Ref. 31). As 
expected, outdated 21-day-old blood has 
been shown to be an unacceptable 
source of factor VIII because of the low 
starting levels of factor VHF (30 percent), 
lower cryoprecipitability of this 
material, and high plasma hemoglobin 
levels in blood more than 14 days old 
(Ref. 32). 

c. Plasma processing—({1) 3 
Centrifugation. Centrifugation at 4,500 X 
g for 10 minutes leaves an average 
residual platelet count of 25,000/ 
microliter (Ref. 5). Longer periods of 
centrifugation to reduce the level of 
platelets was not associated with any 
difference in factor VII recovery in 
cryoprecipitate (Refs. 5 and 17). 

(2) Freezing rate, freezing temperature 
and volume of plasma. Fifteen to thirty 
percent of the original factor VIII 
activity has been reported to be lost 
consistently during plasma freezing at 
—30 °C or —70 °C (Refs. 3, 13, 18, and 
33) with subsequent storage at —30 °C. 
Later studies by Perkins (Ref. 19) and 
Rappaport (Ref. 34) have documented 
only a 10-percent loss in factor VII 
activity after 2 months of plasma storage 
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and 20 percent after 1 year at —30 °C. 
They, as well as others (Ref. 35), have 
suggested that the major loss of factor 
VIII activity occurs with freezing and 
that factor VII is stable during storage. 
Factor VIH yield in frozen plasma can 

be improved by reducing the plasma 
volume (Refs. 5 and 13) or conversely, 
by increasing the size of the bag and 
thus the surface-to-volume ratio (Ref. 6). 
Therefore, studies of factor VIII 
recovery in plasma and its stability with 
storage must be done using the volume 
and bag size routinely used in blood 
banking. Certainly, some of the 
differences in factor VIII yield in the 
reported studies may be related to 
freezing rate if too many bags are put in 
the freezing container at one time 
thereby changing the time-temperature 

. relationship and subsequently the rate 
of freezing. Although the freezing 
temperature of —30 °C vs. —70 °C has 
been suggested to be unimportant (Ref. 
6), it is not clear that these experiments 
were done with the usually accepted 
volume of plasma, i.e., 250 mL. Other 
irivestigators have clearly shown that 
with full plasma volumes the freezing 
temperature must be —70 °C or below 


and that this temperature maintains 100 | 


percent factor VIII recovery in the 
plasma for storage periods up to 3 
months (Ref. 5). 

Clearly, one significant technical 
problem may be the speed with which 
the factor VIII assay is done after 
sample thawing, as Hawkey (Ref. 18) 
has shown that after 1 hour at room 
temperature, the factor VIII level falls by 
25 to.56 percent. In addition, Perkins 
(Ref. 19) has shown the instability of 
previously frozen factor VIII by 
documenting that refreezing plasma 
causes a further 50-percent reduction in 
factor VIII activity. 

These data suggest that freezing at 
temperatures below —70 °C preserves 
100 percent of factor VIII activity and 
subsequent storage at or below —30 °C 
will be associated with negligible loss of 
factor VIII activity. If freezing is done in 
a liquid medium, an overwrap should be 
used to prevent interaction of the 
freezing liquid with the plastic bag and 
its contents. 

(3) Thawing—{a) Temperature of 
thawing. The most critical variables in 
cryoprecipitate production are probably 
the thawing temperature, the degree of 
thawing, i.e., to slush with ice crystals or 
completely thawed, and the solubility of 
cryoprecipitated factor VIII in its 
supernatant plasma. The usual yield of 
factor VIII in cryoprecipitate based on 
the factor VIII in fresh plasma has been 
in the range of 35 to 55 percent (Refs. 3, 
13, 17, 35, and 36) with an average of 45 
percent. These results are found when 


plasma is thawed at 4 °C in air, a 
process requiring 18 to 24 hours. Brown 
(Ref. 9) first demonstrated that rapid 
thawing of plasma at 6 to 8 °C, which 
takes approximately 90 minutes, yielded 
87 percent of the original factor VIH 
content of the plasma minus the amount 
of factor VIII found in the cryo-poor 
supernatant which averaged 22 percent. 
However, in this study the plasma was 
transferred to 610 cc bags for freezing 
between metal plates, and therefore the 
results of this study are not applicable 
to clinical practice. Waumens (Ref. 12) 
reduplicated the original study, except 
he employed-commonly used plasma 
volumes and bag sizes. There was a 26- 
percent factor VIII recovery in 
cryoprecipitate when plasma was 
thawed at 4 °C in air compared to 50 
percent recovery for 6 to 8 °C water- 
thawed cryoprecipitate in this study. 
Subsequent in vivo recovery of this 
rapidly thawed cryoprecipitate was 90 
percent of predicted. A subsequent 
study comparing 4 °C air to 4 °C water 
thawing has shown a consistent yield of 
58 percent when water thawing is used 
compared to 45 percent when thawing 
was in air (p <0.01) (Ref. 5). After in 
vivo infusion of these materials there 
was an even greater benefit of the 
water-thawed compared to the air- 
thawed material. However, these 
studies have not been confirmed by 
others (Refs. 6, 30, 37, and 38). 

(b) Partial thawing. Cooke (Ref. 39) 
suggested that cryoprecipitates be 
thawed until the formation of ice 
crystals (slush phase) and that the 
crystals would act as a filter to retain 
the cryoprecipitate when the 
supernatant plasma was expressed. 
Both Burka (Ref. 17) and Slichter (Ref. 5) 
showed an.increased recovery of factor 
VIII in cryoprecipitates brought to the 
slush phase compared to.complete 
thawing at 4 °C in air—51 percent vs. 43 
percent and 63 percent vs. 45 percent, 
respectively. However, in vivo infusions 
demonstrated that recovery was the 
same for both products (Ref. 5). It is 
difficult to standardize the end point at 
the slush phase. 

(c) Complete thawing. The stability of 
cryoprecipitated factor VIII in 
superantant plasma after complete 
thawing has been studied. With 4 °C 
water thawing, cryoprecipitated factor 
VIII is stable for at least 2 hours (Refs. 5 


and 6) with levels dropping to 61 percent ° 


plus or minus 12 at 33 hours (p <0.05) 
and to 58 percent plus or minus 11 (p 
<0.01) at 5 hours compared to a level of 
69 percent plus or minus 11 for cryo in 
which the supernatant is immediately 
removed (Ref. 6). Similarly with air- 
thawed material at 4 °C, factor VIII 
activity in the cryoprecipitate decreases 
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progressively after 12 hours of thawing 
with a concomitant increase in activity 
in the cryo supernatant plasma (Ref. 38). 

After complete air-thaw factor VIII is 
stable for at least 6 hours in one study, 
46 percent vs. 40 percent (Ref. 5), but 
significantly different at 4 hours in 
another, 53 percent vs. 47 percent (p 
<0.01) (Ref. 6.). ; 

(4) Removal of supernatant plasma. It 
does not seem to matter whether the 
cryo-poor supernatant plasnsa is drained 
off or expressed (Ref. 38). 

5. Cryoprecipitate Antihemophilic 
Factor storage and preparation fot use— 


_ a. Freezing. The available data indicate 


that for best results, cryoprecipitate 
after preparation should be refrozen at 
—30 °C or below (Ref. 6). 

b. Storage. Factor VIII in frozen 
cryoprecipitate is stable at storage 
temperatures of —18 °C or below (Ref. 
40). 
c. Thawing. All studies reported in the 
literature have thawed the 


' cryoprecipitate at 37 °C in a waterbath 


with gentle mixing. It is important that 
the bags are thawed for at least 15 
minutes to ensure maximum factor VIII 
recovery (Ref. 5). 

d. Resuspension. Cryoprecipitate has 
been reconstituted in either plasma, 
saline, or buffered saline (Ref. 28). When 
cryoprecipitate was prepared from small 
volumes of plasma (50 mL), thawed and 
resuspended, the dissolving solution 
made no difference (Ref. 28). Later 
studies have provided conflicting data 
on the best way to dissolve the 
cryoprecipitate. One study (Ref. 6) has 
shown that 20 ml. of plasma vs. 20 mL of 
saline gave factor VIII recoveries in the 
cryoprecipitate of 53 percent plus or 
minus 17 vs. 49 percent plus or minus 19, 
not statistically different. Furthermore, 
the duration of time that the material 
was within the bag before withdrawing 
did not affect factor VIII recovery. 
Another study (Ref. 5) has shown an 
optimum volume of 20 mL of saline left 
in the bag for 15 to 20 minutes before 
withdrawing gave factor VIII yields of 
56 percent vs. 42 percent for 10 mL of 
plasma. These differences, confirmed in 
vivo by cryoprecipitate infusions into 
hemophiliac recipients, were significant 
(p <0.001). In another study, draining 
the bag completely vs. leaving 5 mL of 
plasma made a significant difference in 
factor VIII recovery in vitro, 55 percent 
vs. 67 percent, respectively (Ref. 38). 

Since saline resuspended 
cryoprecipitates can be provided on a 
nonblood group specific basis to most 
recipients, saline would seem to be the 
preferred diluent. If plasma is used as 
the diluent, the cryopercipitate has to be 
given as blood group ABO compatible. 
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How long the factor VI¥I activity is 
stable in the resuspended material has 
not been documented; but it nas been 
shown that it cannot be refrozen or 
refrigerated without loss of 20 to 40 
percent of the activity (Ref. 12). 

e. Pooling. Pooling can be 
accomplished by syringe or vacuum 
devices, but should be done by 
experienced personne! either at the 
blood center before the material is sent 
out or at the hospital to ensure complete 
removal of al} the concentrated material 
from each bag. When used for home 
care by hemophiliacs, appropriate 
training in its use must be provided. The 
pooled cryoprecipitates should be used 
as soon as possible, but must be used 
within 4 hours of entering the‘container. 
The resuspended cryoprecipitate should 
be left at room temperature prior to use 
(Ref. 12). 

6. Safety—a. Hepatitis. 
Cryoprecipitate is expected to have the 
same risk of hepatitis as single donor 
plasma, but no data are available on 
this point. At least four cases of 
hepatitis have apparently been 
transmitted by cryoprecipitates (Refs. 43 
through 46). 

b. Reactions. Aherns (Ref. 47} 
reported 7 of 46 patients who had 
received cryoprecipitate from 4,363 
donors had febrile reactions without 
other symptoms. Meyer (Ref. 43) 
reported no side-effects after the 
transfusion of 650 units of e 
cryoprecipitate to 13 recipients. 

Allergic reactions associated with 
cryoprecipitate are less severe and less 
frequent than with plasma (Ref. 40). 
Anaphylactic reactions have been 
described (Ref..47). 

c. Factor VIII anticoagulants. Two 
cases of patients with factor VII. 
inhibitors have specifically been 
reported following the administration of 
cryoprecipitates. One patient had 
received numerdts plasma transfusions 
before being treated with 
cryoprecipitates for 13 days (Ref. 48) 
and the other had undergone three short 
courses of cryoprecipitate treatment in 4 
weeks (Ref. 9). In 1969, 4 years after the 
introduction of cryoprecipitate, Strauss 
reported the incidence of acquired 
circulating anticoagulants in hemophilia 
A as 12 percent in the hemophilic 
patients studied (Ref. 49). However, the 
proportion was 16 of 77 (21 percent) of 
patients with factor VIH levels less than 
1 percent of normal. Inhibitors did not 
occur on a familial basis, were found at 
a median age of 8 years (range 1 to 19 
years), and developed after 20 to 90 
exposure-days to factor VIII. No data 
were given on the relationship between 
a specific transfusion preduct and 
inhibitor formation. 


It is apparent that eryoprecipitate 
transfusions are associated with the 
development of inhibitors but there is no 
evidence that their frequency is either 
more or less than that associated with 
other transfusion products containing 
factor VIII. 

d. Hemolysis due te blood group 
antibodies. The titers of anti-A and anti- 
B in cryoprecipitates are the same as 
those of the starting plasma (Refs. 40 
through 42). Severe hemolytic 
transfusion reactions have been 
reported after the transfusion of 
cryoprecipitates dissolved in plasma to 
ABO incompatible recipients (Refs. 41 
and 50). 

e. Blood group isoantigen content of 
cryoprecipitate. McShine (Ref. 51) has 
documented an increase in immune anti- 
A and anti-B titers following the 
transfusion of cryoprecipitates to 
patients with hemophilia and von 
Willebrand's disease. The exact 
interpretation of this observation is not 
clear. 

f. Hyperfibrinogenemia. Since 
fibrinogen is concentrated in 
cryoprecipitates, repeated infusions may 
lead to high levels of fibrinogen. This 
hyperfibrinogenemia is usually 
innocuous (Ref. 39). However, roulex 
formation may be seen in bleod films 
and samples (Refs. 35 and 52). 

g. Pulmonary reaction. One case 
report has documented pulmonary 
infiltrates and hypoxemia resulting from 
cryoprecipitate administration (Ref. 53). 

7. Effectiveness—a. Factor VIH 
deficiency (Hemophilia A). tt has been 
well documented that Cryeprecipitated 
Antihemophilic Factor (Human) is 
effective in controlling spontaneous and 
operative bleeding in hemophilia (Refs. 
9, 13, 39, 41, and 54 through 58). The 
dosage. can be calculated on the basis of 
recovery of factor VIII in cryoprecipitate 
and the plasma volume of the recipient. 
There is an initial rapid disappearance 
of factor VILE activity, with a half-life of 
3 to 5 hours and a subsequent slower 
disappearance with an apparent half-life 
of 8 to 12 hours. Transfusions of factor 
VIII are usually given on a 12-hour 
schedule in an attempt to maintain 
minimum levels of 10- to 15-percent 
factor VIII activity in the postoperative 
patient to prevent bleeding (Ref. 58). 

Cryoprecipitate has also been shown 
to be effective in preventing 
spontaneous bleeding in hemophilics 
(Refs. 59 and 60). 

b. von Willebrand’s disease. Perkins 
and Bennett (Refs. 61 and 62) have 
reported correction of the bleeding time 
defect and elevation of factor VIII levels 
in patients with von Willebrand's 
disease given cryoprecipitates. In two of 
Perkins patients, purified preparations 
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of factor VII (Hyland's Hemophi!l™ and 
the American Red Cross Intermediate 
Potency AHG) were unable to correct 
the bleeding time although the factor 
VI level was increased. Subsequently, 
Profilate (Abbott Laboratories} was 
shown to have similar properties. (Ref. 
63). In fact, several studies have shown 
that failure to correct the bleeding time 
with commercial AHG concentrates was 
associated with continued bleeding even 
though factor VIII activity, factor VII 
antigen and VW factor associated with 
platelet aggregation to ristocetin were 
appropriately increased following 
transfusion (Refs. 63: through 65). In the 
same patients in these studies 
cryoprecipitate improved the bleeding 
time and controlled the bleeding. 

c. Hypofibrinogenemia. Since 
cryoprecipitates contain approximately 
one-third to one-fifth of the available 
plasma fibrinogen, it is possible to use 
pooled cryoprecipitates as a source of 
fibrinogen (Refs. 3, 9, 12, 29, and 43). 
Presumably a small poot of 
cryoprecipitates would result in a 
decreased incidence of hepatitis 
compared to transfusion of fibrinogen 
pooled commercial derived from plasma 
(Ref. 66). A fibrinogen level of 60 mg/100 
mL is probably adequate to provide 
hemostasis; a rise in fibrinogen of this 
amount was obtained in two hemophilic 
patients with the transfusion of 10 units 
of cryoprecipitate once a week (Ref: 68). 
A-normal in vivo disappearance rate of 
fibrinogen transfused from this material 
has been documented in rabbits (Ref. 
67). In addition, Hattersley (Ref. 69) 
described the successful management of 
surgery in a woman with congenital 
fibrinogenemia with cryoprecipitates, as 
well as the treatment of patients with 
disseminated intravascular coagulation 
(DIC) and hypofibrinogenemia (Ref. 70). 

8. Recommendations. It is 
recommended that Cryoprecipitated 
Antihemophilic Factor (Human) be 
placed in Category I. Further 
recommendations include: 

a. Standardization of the factor VHI 
assay should be done by each registered 
establishment with the United States 
Standard as a reference or alternatively 
with a donor plasma pool of 10 to 30 
normal individuals. In addition, in vitro 
assay results of cryoprecipitates must be 
correlated with the results of in vivo 
cryoprecipitate transfusions in which 
factor VIII recovery and survival in 
hemophilia A recipients is measured to 
document further the validity of the 
assay. Significant changes in the 
production process must be validated 
with repeat in vitro and in vivo factor 
VIII assays. 
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b. Assays of at least four units of 
cryoprecipitate per month should be 
done by each registered establishment 
to assure maintainance of an average 
potency of no less than 80 units of factor 
VIII per bag. 

c. The following studies should be 
done in the future by the general 
medical research community of Federal 
agencies: 

(1) To define the freezing and storage 
temperature of plasma to provide 
optimal initial and long-term stability of 
factor VII, 

(2) To document the best freezing 
temperature of the cryoprecipitate and 
its stability at varying storage 
temperatures, i.e., —20 °C, —30 C vs. 
—70 “C and 

(3) To evaluatte the best way to 
dissolve the thawed cryoprecipitate to 
maximize factor VIII yield and stability 
after resuspension. Measurements 
should be made at room temperature 

d. Labeling should indicate that: 

(1) Cryoprecipitate contains 
approximately 80 units of factor VIII/ 
bag. 

(2) Cryoprecipitate usually contains at 
least 150 mg of fibrinogen/bag. 

(3) Good patient management requires 
monitoring treatment responses to 
cryoprecipitate transfusions with 
periodic plasma factor VIII or fibrinogen 
assays in hemophilia A and 
hypofibrinogenemic recipients. 
respectively. 
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9. Single Donor Plasma (Human) 


Generic Statement 


1. Introduction. As indicated in the 
review of whole blood, an important 
consideration in the management of 
hemorrhage is maintenance of the 
circulating blood volume. During World 
War Il, plasma was used extensively in 
combat settings for the treatment of 
acute blood loss (Ref. 1). Plasma was 
effective in improving the 
pathophysiologic defect resulting from 
trauma and acute blood loss, but there 
was a significant incidence of hepatitis 


_ in patients transfused with plasma. The 


product used at that time was prepared 
by pooling plasma from many 
individuals and freeze-drying large 
batches. It was noted that the incidence 
of hepatitis in patients transfused with 
plasma from a large pool of donors was 
greater than in patients transfused with 
plasma from a small pool of donors (Ref. 
2). It has been shown that plasma 
retains hepatitis infectivity even when 
very dilute (Ref. 3). 

At one time, it was believed that the 
risk of transmission of hepatitis by 
pooled donor plasma could be reduced 
by storing the plasma at 30 to 32 °C for 6 
months or more prior to use (Ref. 4). In a 
well-controlled study, however, it was 
demonstrated that storage of plasma at 
30 to 32 °C did not significantly reduce 
the risk of hepatitis (Ref. 5). Ina 
summary of the clinical use of pooled 
plasma, the Committee on Plasma and 
Plasma Substitutes of the National 
Research Council concluded that the use 
of whole, pooled human plasma should 
be discouraged or discontinued unless a 
clear-cut case could be made that is met 
a unique requirement (Ref. 6). When 
plasma infusion is indicated, it is 
generally believed that the risk of 
causing post-infusion hepatitis can be 
greatly reduced by using Single Donor 
Plasma. Although a risk is still present, 
it is of the same order of magnitude as 
that associated with the transfusion of 
whole blood (Ref. 7). 

Plasma is relatively stable during 
short term storage in the liquid state 
except for certain labile components. 
The factors affecting blood during short 
term storage in plastic bags have been 
considered in the review of stored Red 
Blood Cell Products. During prolonged 
storage there is apparently a loss of fluid 
from the contents of the plastic 
container and unless additional glucose 
is provided, fibrinogen will precipitate. 
In order to avoid the changes associated 
with storage in the liquid state, plasma 
should be stored in the frozen state. 
Once converted to the frozen state, little 
or no further change ov:curs in plasma 





during long periods of storage. 
Individual units of plasma stored in this 
way, when thawed, are reasonably 
equivalent to the plasma at the time of 
freezing. : 

In addition to its volume and colloid 
osmotic effect, plasma has been used as 
a source.of plasma coagulation factors. 
Two of the clotting factors (V and VIII) 
deteriorate rather rapidly in blood or 
plasma stored at 4 to 6 °C, but are 
relatively stable when stored in the 
frozen state (Refs. 8 through 10). Plasma 
separated from whole blood and rapidly 
frozen within 6 hours of collection 
contains almost all the original activity 
of factor V and factor VII. This product 
is called “Single Donor Plasma-Fresh 
Frozen” to distinguish it from “Single 
Donor Plasma” that has been separated 
from whole blood after longer periods of 
storage at 4 to 6 °C. The other clotting 
factors are more stable in plasma, and 
there is little loss of activity of these 
clotting factors in plasma which is 
stored in the frozen state (Ref. 11). No 
doubt there are a number of plasma 
constituents that do deteriorate during 
storage, but the importance of these in 
transfusion therapy has not yet been 
demonstrated. 

The blood group antigens, except 
those of the Lewis system, are related to 
the red blood cells and are not present 
in the plasma. Provided the blood cells 
are not inadvertently present .in plasma, 
many of the risks related to transfusion 
of whole blood are not applicable to the 
use of plasma. However, there are risks 
related to antibodies that may be 
present in plasma. Plasma from 
individuals whose red blood cells lack A 
or B antigens contain antibodies active 
against the antigens which are lacking. 
Thus, anti-A and anti-B antibodies are 
present in the plasma of group O 
individuals; anti-A is present in the 
plasma of group B individuals, and anti- 
B is present in the plasma of group A 
individuals. Antibodies of this type have 
produced hemolytic transfusion 
reactions when transfused into 
individuals whose red blood cells 
contain the antigen for which the 
antibodies are specific (Refs. 12 through 
14). It has been estimated that 
approximately 40 percent of group O 
individuals have sufficient antibody 
levels to cause hemolysis when their 
plasma is transfused into a group A 
recipient (Ref. 12). Hemolytic reactions 
have been reported with transfusion of 
plasma with anti-A and anti-B 
antibodies reactive in the cold (Refs. 12 
and 13) as well as those reactive at 37 
°C (Ref. 14). Antibodies reactive with 
other blood group antigens are much 
less likely to car'se hemolysis whien 


infused into a recipient whose red cells 


carry the relevant antigen (Ref. 15). 


The development of vasoactive 
substances during plasma storage has 


been considered in the review of Stored - 


Red Blood Cell Products. Mollison (Ref. 
16) cites several reports indicating the 
occurrence of vasoactive substances 
apparently related to enzyme action on 
plasma proteins. In view of the recent 
observations on prekallikrein activator 
in plasma fractions (Ref. 17) it is clear 
that under certain circumstances 
vasoactive substances in plasma can be 
clinically significant. 

2. Indications for administration of 
Single Donor Plasma—a. Plasma 
volume expansion—{1) Effectiveness. 
There is a considerable amount of 
clinical experience to indicate that 
infusion of plasma will effectively 
expand the plasma volume of the 
recipient, although there is a report that 
some hypovolemic recipients of 
homologous plasma may exhibit little © 
expansion of plasma volume (Ref. 18). 
There are other products that do this 
equally well or better, but plasma is 
usually effective. 

(2) Safety. (a) There is a risk of 
transmission of hepatitis with the 
infusion of plasma. This can be 
decreased by careful selection of donors 
and.testing each unit for HBsAG, but a 
risk remains. 

(b) There is a risk of hemolytic 
transfusion reaction associated with 
infusion of plasma without 
consideration of the ABO groups of the 
donor and recipient. This can be 
minimized by using group-specific 
plasma. 

(3) Benefit/risk. There are several 
other products that produce the same or 
a similar clinical effect that are not 
associated with the same risks. In 
comparison to these products, the risks 
of using single donor plasma exceed the 
benefits for this indication. 

b. Supply of coagulation factors other 
than V and VIIJ—(1) Effectiveness. 
Plasma clotting factors other than 
factors V and VIII are present in Single 
Donor Plasma in approximately normal 
amount. When administered 
intravenously, the activity in the 
circulation is proportional to the volume 
given. In severely deficient subjects, the 
circulating level can be increased to 
approximately 20 percent of normal 
without producing circulatory overload. 
This will often provide adequate 
hemostasis in uncomplicated cases. 
Such treatment is not adequate for 
severe bleeding episodes or when 
surgery is required. 

(2) Safety. (a) The risk of hepatitis is 
present. ~ 
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(b) The danger of circulatory overload 
must be considered when attempting to 
produced and maintain hemostatic 
clotting factor levels. : ‘ 

(3) Benefit/risk. When a relatively 
small increase in circulating levels of 
deficient coagulation factors is desired, 
the benefits of Single Donor Plasma are 
considerably greater than the associated 
risks for this indication. ° 

c. Recommendations. (1) Single Donor 
Plasma (Human) should be placed in 
Category I. 

(2) The use of this product for plasma 
fractionation should be encouraged. 

(3) The name of the product should be 
“Single Donor Plasma”. 

(4) Indications for use in hypovolemia 
should be stated in labeling in relation 
to the hepatitis risk. 

3. Indications for the administration 
of Single Donor Plasma (Human)-Fresh 
Frozen—a. Source of factor V and 
VIlI—(1) Effectiveness. Plasma clotting 
factors, including factors V, are present 
in approximately normal amounts in this 
product. When administered 
intravenously, the circulating levels are 
increased proportionally to the volume 
infused. Levels approaching 20 percent 
of normal can be achieved by infusing 
this product into severely deficient 
patients. 

(2) Safety. (a) The risk of hepatitis is 
present. 

(b) The risk of circulatory overload is 
present. 

(3) Benefit/risk. (a) This product is the 
only available source of factor V for 
human use. When used appropriately in 
patients with a bleeding episode 
associated with severe factor V 
deficiency, the benefits far exceed the 
risks. 

(b) This product is a source of factor 
VIII in relatively small amounts. In view 
of the availability of other more 
concentrated sources of factor VIII the 
benefits expected are minimal. 

(c) As a source of coagulation factors 
other than factor V and VIII, the 
benefits/risks are equivalent to those of 
Single Donor Plasma. 

(4) Recommendations. {a) Single 
Donor Plasma (Human)-Fresh Frozen 
should be placed in Category I as a 
source for the administration of factor 
V. 

(b) The name of the prodict should be 
“Single Donor Plasma (Human)-Fresh 
Frozen”. 

(c) The utilizaton of more of this 
product as a starting material for 
preparation of factor VIII concentrates 
should be encouraged. 

(d) Studies to develop a factor V 
concentrate should be encouraged. 
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10. Normal Serum Albumin (Human) 
Generic Statement | 


1. Introduction. Albumin has at least 
two major functions, providing plasma- 
specific osmotic activity, and performing 
an important carrier function by 
transporting various substances in a 
bound state. Both of these functions 
relate to albumin in the plasma. Most 
albumin normally exists in 
extravascular sites. It is not known 
whether this albumin performs any 
specific functions or represents 
preformed, stored material available in 
case of sudden need. 

a. Plasma-specific osmotic activity. 
Starling’s law of fluid exchange across 
the capillary bed postulates a major role 
for plasma-specific osmotic activity in 
determining the distribution of fluid 
across the capillary membrane (Ref. 1). 
Normally, 70 percent of this activity is 
provided by albumin. Starling’s law is 
not fundamentally a biological 
phenomenon, but is rather the 
application of basic and well- 
established physical principles to the 
biological situation. Some relatively 
recent “criticism” of this law (Ref. 2) has 
tended to confuse the validity of the 
formulation with the definition of the 
conditions under which it operates. 
Starling’s original formulation was 
clearly a gross oversimplification, but 
was based on what was known at that 
time. Almost all relevant conditions 
have since been defined in much greater 
detail. Perhaps most importantly, it is 
now apparent that the conditions under 
which this principle operates are 
different in different parts of the body: 
Interstitial fluid pressure, interstitial 
albumin concentration, intravascular 
pressure, and even vascular 
permeability all vary in different organs 
and regions. Failure to take these 
differences into account explains most if 
not all of the discrepancies that have 
been claimed to exist relative to 
Starling’s law (Ref. 3). 

Understanding of the situtation is 
further complicated by some of the self- 
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correcting features of lowering the 
concentration of albumin in the plasma. 
There is a concurrent lowering of the 
interstitial concentration of albumin, 
minimizing the change in the 
transcapillary gradient, a rise in 
interstitial fluid pressure as fluid 
accumulates which also resists egress of 
fluid from the capillaries, and, in many 
organs, an increase in lymphatic return 
to minimize the extravascular 
accumulation of edema. In addition, the 
normal level of albumin in plasma is 
well above that necessary to prevent 
gross extravascular shifts of fluid. 
Nevertheless, numerous studies have 
shown that when albumin concentration 
is lowered, it is easier to induce the 
formation of interstitial edema, and this 
is the essence of Starling’s formulation. 
Clinical experience is also concordant 
with the above relationship, but the 
quantitative details are far from clear. 
Certain populations of patients can 
tolerate hemodilution quite well; the 
level of hypo-albuminemia at which 
clinically worrisome changes appear in 
other patients is very variable. Thus, 
empiricism and experience still 
dominate clinical practice, and much 
more detailed knowledge of 
transcapillary fluid dynamic will be 
needed before clinical use of albumin 
for its osmotic effects can be placed on 
a firm rational basis. Some of what is 
known about various disease states will 
be reviewed later. 

b. Carrier protein. Albumin is second 
only to hemoglobin as the major 
“carrier” material in the blood. A large 
number of naturally occurring and 
therapeutically administered substances 
are transported in the blood partially 
bound to albumin (Ref. 4). Albumin can 
bind substances with positive or 
negative charges, as well as a wide 
variety of uncharged substances. Among 
the natural substances carried by 
albumin, the most important may be the 
long-chain fatty acids. These are the 
major fuel substrates for the body, but 
are toxic in even small concentrations if 
unbound or nonesterified. They are 
carried almost totally bound to albumin, 
with varying degrees of affinity (Ref. 5). 
In the bound form they do not damage 
cell membranes or capillary walls. A 
variety of other lipids are also carried 
largely bound to albumin, as are certain 
divalent metals (calcium, copper and 
possibly zinc), bilirubin, tryptophan 
which is the only amino acid present in 
bound form in the circulation, and many 
more substances. The binding of 
bilirubin as in hemolytic disease of the 
newborn and of tryptophan as in cases 
of hepatic encephalopathy may be 
closely related to these and other 
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disease states. Similar clinical disorders 
have not been identified for the bound 
lipids, although marked hyperlipemia is 
characteristic of severe hypo- 
albuminemia and reverses when 
albumin is administered. Binding of 
certain hormones may also have 
physiologic significance, as may the 
binding and transport of many other 
substances normally carried in the 
blood. 

A very large variety of drugs are 
carried in the blood partially bound to 
albumin (Ref. 6). The important 
pharmacodynamic features of these 
drugs such as levels in the interstitial 
fluid and urinary excretion are usually 
determined by the proportion of the drug 
‘that is unbound. 

In spite of these considerations, it has 
been difficult to attribute specific 
harmful effects to loss of the carrier 
function of albumin in severe 
hypoalbuminemia except in hemolytic 
disease of the newborn. There are many 
interrelationships between and among 
substances bound to albumin with some, 
especially the fatty acids and certain 
drugs, interfering with the binding of 
many others. Competitive binding must 
certainly accentuate effects at lower- 
than-normal concentrations of albumin. 
As knowledge of pharmacodynamics 
increases, the binding function of 
albumin is likely to be increasingly 
recognized as important. 

c. Normal albumin dynamics. 
Albumin has been difficult to study 
because of its long persistence, 15 to 20 
days, and multicompartmental 
distribution with varying equilibration 
times. This requires a long period of 
steady state conditions for the 
establishment of equilibration curves 
and precludes the study of many 
important but unstable clinical states. 
The normal total mass of albumin in a 
70 kg adult probably exceeds 300 grams 
with a turnover of 15 grams per day 
(Refs. 4 and 7). 

(1) A/bumin production. Albumin is 
synthesized in the liver and seems to be 
rcieased directly into hepatic sinusoidal 
blood rather than by way of the thoracic 
duct. The rate of synthesis is very 
sensitive to the supply of amino acids 
presented to the liver. Complete fasting 
can reduce the rate of synthesis by 50 
percent within a few hours, with 
recovery beginning within minutes of 
refeeding. A number of amino acids are 
specifically effective in stimulating 
synthesis of albumin. All of these also 
stimulate synthesis of urea. Some of 
these, tryptophan and ornithine 
specifically, are incorporated sparingly 
or not all all into the protein 
synthesized. 


Hormonal balance probably 
influences the rates of synthesis for 
albumin. Cortisol, thyroxine, and growth 
hormone appear to stimulate synthesis. 
Although not specifically studied, 
glucagon is likely to have the opposite 
effect. A certain amount of insulin may 
be necessary to achieve maximum rates 
of albumin synthesis. 

One of the main mechanisms 
controlling albumin metoliusm is the 
concentration of colloidin the . 
interstitial spaces of the liver (Ref. 8). As 
this concentration increases, the rate of 
synthesis of albumin decreases. Almost 
any osmotically active material seems to 
be effective in decreasing the rate of 
synthesis: dextran, gamma globulin, or 
albumin itself. Some authors seem to 
believe that hyperosmolality due even to 
small molecular species will inhibit 
synthesis. The rate of degradation does 
not decrease proportionately, and the 
level of albumin in the blood falls until 
the concentration of large molecular 
colloid in the hepatic’ interstitial space 
returns to normal. 

(2) Degradation of albumin. 
Remarkably little is known about the 
site or control of degradation of 
albumin, when one considers its 
physiological importance and the large 
amount, about 15 grams, normally 
catabolized daily. Several experiments 
suggest that synthesis and degradation 
are not interdependent. In the absence 
of better data, the liver seems to be a 
likely site for degradation of albumin, 
but in vitro studies on liver slices do not 
confirm this. 

Rates of degradation increase 
markedly with induced 
hyperalbuminemia and decrease during 
starvation. The great void in our 
knowledge regarding albumin 
degradation and its control seriously 
impair understanding of the overall 
control of albumin metabolism. 

(3) Body distribution of albumin. 
Although there is some disagreement 
about details, two different methods of 
analysis indicate that most of the 
albumin is normally outside the plasma, 
probably 60 to 67 percent (Ref. 9). Most 
of the extravascular albumin is present 
in the skin, less in muscle which has a 
low concentration of albumin in a large 
total volume of interstitial fluid, less in 
the gut, and very little in the liver or 
other viscera. Extravascular albumin 
equilibrates at different rates with the 
plasma pool; it is most rapid for muscle, 
slower for the skin, and very slow for’ 
the gut. The extravascular albumin 
returns to the plasma mainly by the 
thoracic duct. The rate of return of 
albumin from all extravascular sites is 
very much slower than the rate of return 


of interstitial water. This suggests that 
there is a distinct holding mechanism for 
albumin in the interstitial matrix similar 
to molecular sieving, with different 
features of the general process in 
different tissues. 

2. Indications for the clinical use in tg 
albumin. Albumin is used clinically for 
many different reasons. The survey 
recently reported by Sgouris and Dorsey 
generally confirms the usually stated 
categories of reasons given for usage; 
these are the only such data available in 
the U. S. (Ref. 10). Some of the present 
albumin usage is plainly mistaken 
because of oversights in ordering its 
administration (Ref. 11), but much of its 
use follows a certain logic. Before 
considering some of these specific 
categories, some general comments may 
be useful. , 

Personal experience of members of 
the Panel indicates that very few 
physicians, including well-trained house 
staff, understand the arithmetic of the 
distribution of administered albumin. 
Many physicians are completely 


. unaware of the existence of 


extravascular stores of this protein in 
equilibrium with the plasma; very few 
know the approximate size of these 
stores or are aware of the complex, 
clanging relationships between blood 
levels and interstitial levels that occur 
as hypoalbuminemia develops. All of 
these voids in knowledge lead to very 
gross underestimations of the amount of 
albumin needed to achieve a desired 
effect. Most clinicians also seriously 
underestimate the half-life of human 
albumin, but this error is not enough to 
offset their gross underestimation of 
requirements. Just as importantly, few 
clinicians can really explain why the 
blood level of albumin they have chosen 
is desirable. Perhaps the most rational 
practitioners are the complete 
empiricists who administer albumin 
until the blood levels increase or, if 
appropriate, blood pressure, urinary 
output or arterial oxygen pressure 
increase, or until edema subsides. 
Sometimes the end point of this pattern 
of administration is very vague, but 
usually it is a rational goal. Given the 
regrettable ignorance of most clinicians 
about the physiology of the product they 
are prescribing and its quantitative 
aspects, the empirical approach is 
perhaps the safest for the individual 
patient. It is not the best for the blood, 
plasma, and albumin supply system, 
however. As Lundsgaard-Hansen has 
implied for Switzerland (Ref. 12), and 
also in the United States, albumin is 
used in too many patients in quantities 
too small to do many of them much good 
even if they did need it. 
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a. Hypovolemia—{1) Rationale and 
effecuveness for use in hypovolemia.. 
Probably the commonest reason for 
using albumin is to expand blood 
volume. Occasionally it is used as the 
primary agent for this purpose; more 
commonly it is used to supplement 
simple salt solutions, and occasionally it 
is used to supplement administration of 
sedimented or frozen, washed red cells. 
Some of this use is for a combined 
indication of hypovolemia with 
hypoalbuminemia when an increase in 
cardiac output is sought in such a 
patient who may also already have 
peripheral edema. 

The normal response to hemorrhage 
consists of an initial intravascular shift 
of protein-poor interstitial] fluid. There is 
a gradual shift of albumin back into the 
vascular space, largely via the thoracic 
duct, with an overall “buffering” of the 
intravascular mass of albumin by a 
greater decrement in the extravascular 
mass once equilibrium is reached (Refs. 
7 and 13). This is characteristic of the 
response to sudden loss of albumin 
regardless of the cause. The sites of 
extravascular albumin storage are 
primarily the very organs in which 
capillary pressure is reduced in 
response to hypovolemia, especially the 
skin. This suggests that physical forces 
have much to do with this buffering 
mechanism. No other control mechanism 
has been identified or suggested. 

The rate of synthesis of albumin 
varies inversely, and the rate of 
degradation varies directly with its 
concentration in the interstitial space of 
the liver. The mechanisms of this 
regulation are unknown. The 
intravascular concentration of albumin 
is thus restored back nearly to normal 
within a few days even without 
supplementation by administered 
albumin. 

One disadvantage to the use ‘of 
albumin to restore blood volume is its 
long persistence. If the need for red cells 
becomes apparent after administration 
of a large volume of albumin, one must 
either wait for its equilibration 
throughout the system, or perform 
phlebotomy or plasmapheresis, or run 
the risk of overloading the circulation 
with the administered cells. The 
practical disadvantages of albumin 
therapy are those of cost and 
availability. 

(2) Burns. Burn treatment represents a 
special situation. Pruitt and associates 
(Ref. 14) and Baxter (Ref. 59) have 
presented evidence in patients that 
supplemental albumin with isotonic or 
slightly hypotonic salt solutions 
contributes nothing to the expansion of 
the plasma volume in the first 24 hours 
after a major burn. Its use in these 


circumstances does not seem rational. A 
recent study, however, indicates that 
supplemental albumin may be useful in 
the early post-burn period if used with 
hypertonic saline solutions (Ref. 60). 
Interestingly, these patients had normal 


~ rates of disappearance of albumin from 


the circulation, in marked contrast to 
patients treated with other regimens and 
studied in this and other series. A 
number of unanswered questions 
remain, and more study is clearly 
needed. 

’ Large amounts of protein are lost into 
the burn wound for significant periods 
of time. One of the major sites of 
albumin storage, i.e., the skin, is 
partially destroyed and the albumin that 
has been thermally altered by the burn 
is almost certainly removed at an 
accelerated rate. Paralytic ileus usually 
occurs in burned patients and interferes 
with nutrition. Some degree of infection 
is always present, and a prolonged — 
maximum stress response with a 
prolonged catabolic state is also 
produced. Massive edema usually 
develops. Repeated skin grafting 
operations are necessary. All of this can 
create the need for administering very 
large amounts of albumin 
therapeutically. There is still 
disagreement about administering 
albumin early after burn injury, but even 
extensive nutritional support may have 
to be supplemented with the 
administration of albumin later in the 
care of such patients until the burn 
wounds are healed. 

(3) Miscellaneous uses of albumin in 


. hypovolemia. Albumin is used to 


replace blood volume in a variety of 
special situations, such as exchange 
plasmapheresis, “total body washout,” 
and to supplement extensive use of red 
blood cell concentrates or frozen, 
washed red blood cells. In these 
circumstances, clotting factors are not 
replaced exogenously, and there is often 
a lack of awareness of the significant 
amount of citrate in these preparations. 
Other indications for the use of albumin 
are quite nonspecific and represent 
combinations of hypovolemia and 
hypoalbuminemia as in pancreatitis, 
trauma, hemorrhage, “shock,” 
cardiopulmonary bypass, and 
hemodialysis. 

(4) Effectiveness of the use of albumin 
for hypovolemia: The older literature 
confirms the effectiveness of albumin 
prepared by the Cohn fractionation 
method in supplementing circulating 
levels of albumin in the recipient with a 
variety of illnesses, including 
hypovolemia, and in restoring blood 
volume toward normal (Ref. 15). The 
specific treatment of blood loss with 
plasma proteins, however, has been an 
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uncertain area. There is much 
experimental and some clinical evidence 
of less-than-expected effectiveness of 
albumin administration in promoting 
survival (Ref. 16). Most of these studies 
used raw plasma rather than albumin, 
and it is likely that there were 
differences in the degree of protein 
denaturation. The role of albumin 
prepared by Cohn fractionation in 
resuscitating patients from hemorrhage 
remains to be defined, especially as it 
can be compared with other currently 
used treatments for this condition. 
Recent evidence indicates that simple 
electrolyte solutions may-be equally 
effective in many patients at far less 
cost (see section on acute pulmonary 
insufficiency). 

(5) Safety albumin for use in 
hypovolemia. Albumin appears to be 
inherently safe. The main potential 
problems of its use relate to its 
physiologic effects. The restoration of 
blood volume in a hypovolemic patient 
may result in renewed bleeding from 
transected blood vessels. The expansion 
of blood volume by administering 
albumin without red blood cells was 
discussed above. Concentrated albumin, 
above 5 grams/dL, requires the 
administration of additional noncolloid 
containing fluids unless the patient is 
already overload with interstitial fluid. 
Administering to much albumin can 
overload the circulation and precipitate 
pulmonary edema. 

(6) Benefit/risk evaluation of albumin 
for use in hypovolemia. When properly 
used for hemorrhage, albumin appears 
to be significantly beneficial at very 
little risk. 

(7) Recommendations for albumin 
administration in hypovolemia. 
Hypovolemia is a valid indication for 
administering albumin. It is not however 
clear that albumin adds any therapeutic 
effect to the use of simpler electrolyte 
solutions when treating limited 


- hemorrhages. (See the section on 


pulmonary insufficiency). 

(8) Labeling changes for use in 
hypovolemia. The appropriate 
precautions discussed here should be 
included in all labeling. Use of 25- 
percent albumin as the primary 
treatment for hypovolemia is 
questionable, and it should not be used 
as such unless the patient is already 
edematous. If the 5-percent preparation 
of albumiin is not available, 25 percent 
albumin may be used with concurrent 
administration of an appropriate volume 
and kind of fluid. 

b. Hypoproteinemia—'1} Aaticnare 
and effectiveness for use in 
hypoproteinemia. Albumin is ofter used 


~ to mobilize or prevent the formation of 
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periheral edema in patients with 
significant hypoalbuminemia. As 
previously discussed, the deficit in 
albumin is usually grossly 
underestimated, and in situations with 
large continuing losses of albumin this 
treatment will have very temporary 
effects. Aside from the specific effects 
on pulmonary function, it is not clear 
what is gained therapeutically by 
increasing the plasma concentration of 
albumin, and what, it any, is the 
minimum desirable level. 
Hypoproteinemia is one of the 
conditions that is associated with 
impaired healing of wounds (Red. 17). It 
is not known to what extent 
hypoalbuminemia contributes to this, 
and how effective the infusion of 
albumin might be in' restoring the 
capacity for healing wounds. Congenital 
analbuminemia is rare but seemingly 
well tolerated. There are undoubtedly 
several compensatory mechanisms in 
this condition which may not operate in 
acquired hypoalbuminemia. To the 
extent that the cause of the 
hypoalbuminemia can be identified and 
corrected, it should be, as this will be 
much more effective from every 
viewpoint. 

There are a number of clinical 
situations in which chronic 
hypoproteinemia is common. Each has 
special considerations. There are at 
least two separate problems in patients 
with cirrhosis. The rate of sythesis of 
albumin may be decreased because of 
functional impairment of the liver, but 
ofter this can be returned to normal by 
stopping the ingestion of alcohol and © 
providing adequate nutrition (Ref. 18). 
The rate of degradation of albumin is 
also decreased, but not sufficiently to 
preserve normal blood levels. 
Administered albumin effectively, but 
temporarily, restores blood levels 
toward normal in the absence of ascites. 
If ascites is present, the sequestration of 
albumin in ascitic fluid can constitute a 
marked distributional abnormality. 
Albumin appears to enter the ascites 
directly from the liver. The total mass of 
body albumin may be greater than 
normal, but severe hypoalbuminemia is 
usually present. Administered albumin 
ofter has little effect in reducing the 
ascites if the ascites has proven 
resistant to currently available diuretics 
and/or aldosterone antagonists. 

The nephortic syndrome epitomizes 
the pathological losses of albumin that 
can occur with renal disease. With 
marked albuminuria, synthetic rates are 
markedly increased provided nutrition is 
maintained. Rates of albumin 
degradation are decreased. The 
compensatory shift of extravascular 


albumin to the plasma can be altered by 
extensive peripheral edema with 
expansion of the interstitial space. 
Infusions of albumin can help mobilize 
edema, but he effects will be very brief 
as long as rapid loss of albumin 
continues. 

Interpretation of albumin dynamics in 
the patient with gastrointestinal disease 
can be very difficult. The gut can 
certainly shed large quantities of 
albumin and, like the kidney, constitutes 
a site of major loss. Many . 
gastrointestinal diseases will also 
produce impaired absorption of 
nutrients (Ref. 19). The responses in 
albumin production of these patients to 
total parenteral nutrition indicates that 
malabsorption dominates in many 
patients with inflammatory bowel 
disease. 

Pemphigus is another condition in 
which very large amounts of albumin 
can be lost continously. If the oral cavity 
is involved, nutrition may also be 
impaired. Any extensive exfoliative 
condition of the skin can do the same. 

(2) Safety of the administration of 
albumin in hypoproteinemia. Again, 
caution is required when using albumin 
in an anemic patient, because the 
expansion of plasma volume will 
decrease the concentration of 
hemoglobin in the blood. 

(3) Benefit/risk of the administration 
of albumin for hypoproteinemia. Older 
literature and current clinical experience 


’ supports the effectiveness of currently 


available preparations of albumin in 
restoring the plasma levels of albumin 
back toward normal in these conditions, 
if the distributional aberrations are 
taken into consideration (Ref. 15). With, 
rapid continued loss of albumin, the 
effects of its administration will be very 
transient. 

The risk of administrating albumin is 
low except.when concentrated albumin 
is given rapidly to an edematous, 
hypoalbuminemic patient. It is estimated 
that 1 gram of albumin holds 17 to 18 mL 
water in the plasma volume. Rapid 
administration of the 25-percent 
concentration material to an edematous 
patient can easily precipitate pulmonary 
edema. The concurrent administration of 
a non plasma expanding diuretic to 
reduce plasma volume may be useful in 
this situation, but careful monitoring and 
slower rates of administration are even 
more desirable. 

(4) Recommendations for the 
administration of albumin in 
hypoproteinemia. More basic research is 
needed to define the levels at which 
hypoalbuminemia becomes harmful, and 
when correction by supplementation is 
worthwhile. 
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(5) Recommendations for labeling of 
albumin for administration for 


’ hypoproteinemia. Labeling should 


emphasize the danger of inducing 
pulmonary edema when giving 
concentrated (25 percent) albumin to an 


* edematous, hypoalbuminemic patient. 


Correction of the underlying defect 
should also be emphasized as the 
preferable approach to treating hypo- 
albuminemia. 

c. Acute pulmonary insufficiency—{1) 
Rationale for use of albumin in acute 
pulmonary insufficiency. There is 
considerable disagreement concerning 
the role of plasma concentrations in the 
development and treatment of acute 
pulmonary insufficiency. On one side, it 
is clear that decreasing the albumin 
concentration in the prefusate of the 
isolated lung increases the ease with 
which pulmonary edema forms (Refs. 20 
and 21). Arterial oxygenation in patients 
with acute pulmonary insufficiency may 
improve with the concurrent 
administration of albumin and diuretics 
(Refs. 22 and 23). Some studies show a’ 
significant degree of hypoalbuminemia 
in most patients with acute respiratory 
failure not due to left ventricular failure 
(Refs. 23 through 25, 61 and 62), but this 
does not prove a cause-and-effect 
relationship. Skillman et al. have shown 
in a prospective, semi-controlled study 
on surgical patients that adding albumin 
to the therapeutic fluid regimen is’ 
associated with less subsequent 
impairment of oxygenation (Ref. 26), but 
the patients were treated with 
predetermined volumes of fluid. Elective 
hemodilution with solutions containing 
albumin appeared to cause less 
impairment of pulmonary function than 
hemodilution with simple salt solutions, 
but the studies were not concurrent or 
randomized (Ref. 63). 

On the other side of the question, 
there are now several prospective, well- 
controlled studies in patients 
resuscitated from serious injury or 
studied through major intraabdominal 
operations, in which treatment with 
isosmotic albumin was compared with 
treatment with simple electolyte 
solutions. No differences were observed, 
either in gross clinical results or on 
sophisticated testing of pulmonary 
function (Refs. 64 and 65). Several 
studies are noteworthy because of the 
surprisingly small decreases in albumin 
concentration that were produced by the 
use of simple salt solutions as treatment 
for major hemorrhages (Refs. 64 and 66). 
In one study, serum colloid osmotic 
pressure was:reduced to about 60 
percent of normal, perhaps because the - 
study group was comprised of older 
patients undergoing extensive 
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retroperitoneal dissection (Ref. 65). 
These patients were carried through the 
operative period with acceptable 
pulmonary function, at least equal to 
that of the control group treated with 
supplemental albumin. These patients 
were very carefully monitored for 
changes in pulmonary capillary wedge 
pressure, however, and this may be a 
requirement for such methods in 
‘patients of this type. More clinical 
studies of a similar type are currently 
underway, involving various specific 
groups of patients. Such studies will 
greatly clarify the extent to which 
supplemental albumin is needed {or not 
needed) in the treatment of acutely ill 
patients. The best current data relate to 
patients treated for acute hemorrhage 
and indicate that extensive blood loss 
can be treated with simple electrolyte 
solutions without use of supplemental 
albumin, even when red cell 
preparations must also be used. 

The physiological basis for this 
surprising result is now being 
investigated in controlled laboratory 
experiments. Much of this work is also 
still in progress, but studies of the 
lymphatic drainage of the lungs 
indicates that the consentration of 
albumin in the interstitial fluid of the 
lungs falls rapidly with an acute 
decrease in the concentration in the 
plasma,.thereby tending to minimize a 
change in the transcapillary gradient. In 
addition, the rate of pulmonary 
lymphatic drainage can increase 
markedly, protecting the lungs from 
flooding. One result of this relative 
resistance of the lungs to flooding is that 
excessive amounts of salt and water 
tend to be sequestered in other sites in 
the body, especially skin, fat, and 
muscle (Ref. 67).° 

Most of these studies only cover the 
acute phase and deal with otherwise 
normal individuals. These results might 
not occur in other clinical 
circumstances. It is worth noting that 
the incidence of pulmonary dysfunction 
after use of large amounts of salt and 
water may also be effected by post- 
resuscitative renal function, indicating 
that the compensatory mechanisms are 
limited (Refs. 68 and 69). Even with 
gross overloading with salt and water, 
hydrostatic pressure may be a more 
important determinant of the formation 
of pulmonary edema than plasma 
osmotic pressure (Refs. 65 and 70). 

The proper use of supplemental 
albumin in patients with already 
established acute pulmonary 
insufficiency without chronic lung 
disease is even less clear. Several 
published studies indicate a rough 
correlation between the degree of 


hypoproteinemia and various measures 
of pulmonary insufficiency in ‘such 
patients, but there is no study showing 
clear improvement following 
administration of albumin only (Refs. 23 
through 25, 61 and 62). It is possible, 
especially in infected patients, that this 
concurrence of hypoproteinemia and 
pulmonary insufficiency represents the 
effects of another common cause rather 
than direct cause and effect. At least 
one study now in progress on such 
patients who are also hypovolemic 
compares resuscitation with simple salt 
solutions versus isomotic albumin (Ref. 
71). No functional differences were 
found. It is unfortunate that 
concentrated albumin was not used as a 
test solution. As with resuscitation from 
simple blood loss, however, the 
expected benefits of supplemental 
albumin in hypoproteinemic patients in 
ventilatory failure are proving 
unexpectedly difficult to document. 

Established pulmonary failure is often 
associated with markedly increased 
amounts of albumin in the lungs, 
reflecting a probable increase in 
pulmonary capillary premeability (Ref. 
27). If such indeed, occurs, administering 
albumin would be of little help. Such 
lesions may be irregular in distribution, 
however, (Ref. 72), and the relatively 
normal areas of lung might be protected 
by maintaining albumin concentrations 
in the plasma near normal. Recent 
studies in large primates (Refs. 28 and 
29) and in rodents (Ref. 30) indicate that 
use of albumin or plasma during 
resusitation from severe hemorrhage 
may in fact increase the sequestration of 
fluid in the lungs and the pulmonary 
ultrastructural changes demonstrable 
after resuscitation. Some studies in 
primates come to the opposite 
conclusion (Ref. 31}. Such studies in 
animals must be balanced against the 
reported similar studies in patients, with 
one exception discussed below, in 
which use of albumin was not 
demonstrably harmful. 

There is a single published study in 
which use of supplemental albumin in 
acutely injured patients was associated 
with higher morbidity, especially 
pulmonary insufficiency, than use of 
simple electrolyte solutions (Ref. 73). 
The patients treated with albumin in 
this study received the albumin ona 
predetermined schedule, and had 
demonstrably higher blood volumes and 
very much higher cardiac-filling 
pressures. It seems from the data that. 
too much albumin was given to these 
patients, with overexpansion of blood 
volumes to the point of pulmonary 
edema. 
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(2) Safety of albumin administration 
for acute pulmonary insufficiency. As 
noted, the possibility exists that in 
certain situations, albumin might worsen 
problems of ventilation and gas - 
exchange. Aside from overexpansion of 
blood volume, however, this is 
conjectural, and current evidence favors 
avoiding hypoalbuminemia if possible in 
patients in acute respiratory failure. The 
expected beneficial effects, however, 
still lack clear documentation in 
properly controlled studies. 

(3) Benefit/risk of administration of 
albumin for acute pulmonary 
insufficiency. The benefits probably 
significantly outweigh the risks for this 
indication, but more study is clearly 
needed. ei 

(4) Recommendations for the 
administration of albumin in acute 
pulmonary insufficiency. Considerably 
more investigation is urgently needed on 
this important problem. Some of this 
research is now underway. 

(5) Labeiing recommendations for the 
administration in acute pulmonary 
insufficiency. In the absence of better 
and more complete data, no firm 
recommendations can be made. Any 
labeling dealing with this indication 
should indicate that some controversy 
exists. 

d. Malnutrition—(1) Rationale and 
effectiveness of the administration of 
albumin in malnutrition. 
Hypoalbuminemia develops during 
protein or protein-calorie deprivation. 
Inadequate nutritional intake leads to 
rapid diminution in rates of albumin 
synthesis and degradation with some 
decrease in the total mass of albumin 
and the expected shift of extra-vascular 
albumin into the vascular space. This 
compensatory shift which masks much 
of the true decrease in total body 
albumin mass had led to numerous 
statements about the poor Correlation 
between serum levels of albumin and 
nutritional status. Better understanding 
of the dynamic processes involved and 
more precise methods of measurement 
have shown that the serum level of 
albumin does indeed vary in the 
expected manner with alterations in 
nutritional status. While administration 
of albumin is effective in temporarily 
correcting nutritional hypoalbuminemia 
(Ref. 15), the clearly preferred treatment 
is the correction of the malnutrition. 
Sometimes this requires the use of total 
parenteral nutrition, which carries with 
it some danger, so that costs and 
benefits must be carefully evaluated. 

Albumin given intravenously is not a 
good sole source of high quality protein 
because of its relative deficiency in two 
essential amino acids, leucine and 
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tryptophan, and because of its slow rate 
of degradation after infusion. It can, 
however, support growth for short 
periods. Better products are now 
available consisting of mixtures of 
amino acids for parenteral use. These do 
not require human sources for 
production and are superior products for 
parenteral nutritional use. 

(2) Safety of the administration of 
albumin for malnutrition. Albumin is 
safe, if less than optimally effective 
when used for this indication. 

(3) Benefit/risk of the administration 
of albumin for malnutrition. While the 
benefit/risk ratio is acceptable because 
of the low risk, there are clearly more 
effective and efficient methods of 
treatment of malnutrition available. 

(4) Recommendation for the 
administration of albumin for 
malnutrition. It is recommended that 
this indication for use be eliminated. 

(5) Labeling recommendations for the 
administration of albumin for 
malnutrition. Labeling should not 
promote or suggest the use of albumin as 
either the primary or a supplemental 
treatment for nutritional deficiencies 
when preferable forms of treatment are 
available. Use of these other methods 
should be strongly suggested, if 
malnutrition is discussed at all in the 
labeling. 

e. Trauma and infection—({1) Rational 
for the effectiveness of the 
administration of albumin for trauma 
and infection. Synthesis of albumin 
decreases markedly after injury in 
animals; only about half of this is due to 
inanition (Ref. 32). It is likely that the 
same occurs in man, as the degree of 
hypo-albuminemia that develops is 
greater than would be expected from 
sequestration in wounds. In some states 
of infection, hypergammaglobulinemia 
may be associated with a decrease in 
the synthesis of albumin, but the 
quantitative aspects of this relationship 
are unclear. In addition there can be 
sequestration of large amounts of 
albumin in areas of injury, operation, or 
infection. 

Severe trauma and infection are both 
characterized by prolonged negative 
nitrogen balance (catabolism) far 
exceeding that due to starvation, a state 
that is resistant to supplemental 
nutrition. An expansion of the 
interstitial fluid space also occurs. It is 
likely that much of this is hormonally 
mediated, but the details of the involved 
mechanisms are not at all clear (Ref. 33). 
It seems likely that albumin shares in 
the generalized protein catabolism. 
However, the rapid changes in 
metabolism, pool sizes, and clinical 
condition have made detailed studies of 
the metabolism and distribution of 


albumin in such patients impossible. 
This is very unfortunate, as these 
patients represent perhaps the single 
largest group of potential recipients of 
albumin in current medical practice. The 
fate of albumin administered to these 


patient, for example, is largely unknown. 


Supplemental albumin is effective in 
restoring blood levels after extensive 
operations or major injury; the 
effectiveness of albumin administration 
seems to be somewhat less with major 
infection. Whether this difference is due 
to greater sequestration or to increased 
catabolism is uncertain. 

(2) Safety of the administration of 
albumin for trauma and infection. If 
overloading of the circulation can be 
avoided, the use of albumin seems safe 
for these indications. : 

(3) Benefit/risk of the administration 
of albumin for trauma and infection. 
With a very low risk, almost any benefit 
establishes an acceptable ratio. There 
probably is some benefit in these 
circumstances, although its exact nature 
and value is not clear. 

(4) Recommendations for the 
administration of albumin for trauma 
and infection. Methods for evaluating 
rates of synthesis, rate of degradation, 
and pool sizes which measure the effects 
of albumin administered for these 
conditions are needed. 

(5) Labeling recommendations for the 
administration of albumin for trauma 
and infection. There are no specific 
recommendations for labeling changes. 


f. Post-operative hypoproteinemia. 
Operations involving large wounds are 
accompanied and followed by 
sequestration and loss of albumin (Ref. 
34). The quantities involved can be very 
large, especially with extensive 
procedures in the pelvis or 
retroperitoneum, where effective 
immediate sealing of the wound is 
difficult. If drainage to the outside is 
present, significant losses may continue 
for days. These sudden losses occur in a 
setting of protein starvation, so that the 
anticipated increase in rates of 
synthesis is almost certainly delayed. 
Recent studies indicate that parenteral 
supplementation of nutrition with amino 
acids is sufficient to increase rates of 
synthesis of albumin significantly in 
post-operative patients (Ref. 35). With 
extensive surgical procedures, however, 
infusion of albumin itself during and 
after the operation may be necessary. 

g. Hemolytic disease of the newborn. 
It is the unbound unconjugated fraction 
of plasma bilirubin that causes 
neurological damage in icteric 
newborns. Albumin is the major plasma 
binding substance and thus offers some 
protection against brain injury by 
bilirubin. Synthesis of albumin may be 
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impaired in some sick newborns, and 
the concentration of the patient's 
albumin must be measured and 
maintained near normal. If exchange 
transfusion becomes necessary, 
supplemental albumin before and during 
the exchange may increase the 
efficiency of removal of bilirubin from 
infants, even those with relatively 
normal concentrations of.albumin (Refs. 
36 through 38). 'If care is taken to avoid 
circulatory overloading from induced 
hypervolemia, little harm and some 
benefit probably result. Drugs that 
compete with bilirubin for binding to 
albumin must be avoided in these 
infants. Pertinent specific references 
should be cited in the labeling if this 
indication is listed. 

h. Cardiopulmonary bypass—{1) 
Rational for the administration of 
albumin in cardiopulmonary bypass. 
Albumin is often used to avoid induction 
of excessive edema during 
cardiopulmonary bypass with priming 
solutions which do not contain blood, 
and with massive single-pass exchange 
transfusions (“total body washout”). 
The amount of albumin that is used 
varies considerably, and it is clear that 
normal levels are not necessary during 
bypass to achieve good results. The 
minimum acceptable levels are also not 
known, but restoration of albumin 
concentration after bypass is clearly 
more important than maintenance 
during bypass. 

(2) Safety of the administration of 
albumin for cardiopulmonary bypass. 
Under the circumstances of close 
monitoring during treatment that 
prevails in these patients, use of 
albumin to mobilize excess salt and 
water from the interstitial space seems 
safe. 

(3) Benefit/risk of the administration 
of albumin for cardiopulmonary bypass. 
With proper monitoring to detect left 
ventricular failure, the benefit/risk ratio 
is acceptible. 

(4) Recommendations for the 
administration of albumin for 
cardiopulmonary bypass. Clinica! data 
indicating the most efficient time for 
administration and the lowest doses 
needed for acceptable effects would 
help reduce wastage of albumin. 

(5) Labeling recommendations for 
albumin administration for 
cardiopulmonary bypass. Labeling 
should emphasize the need for careful 
monitoring of patients and the lack of 
data needed to define the most efficient 
patterns of administration of albumin if 
this indication is listed. 

i. Cerebral edema. Cerebral edema 
has appeared briefly in the literature as 
an indication for the parenteral 
administration of human albumin (Refs. 
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39 through 41). The clinical experience 
cited is very brief, completely 
uncontrolled, and unsubstantiated by 
documentation of preexisting 
hypoalbuminemia that was corrected. 
Current concepts of cerebral edema 
focus on the mobilization of intracellular 
fluid as well, by use of small molecular, 
osmotically active substances such as 
mannitol. There is little theoretical, 
experimental, or clinical data to support 
the use of albumin for the treatment of 
cerebral edema in a 
nonhypoalbuminemic patient. This 
indication should not be approved for 
labeling. 

j. Miscellaneous. Most other listed 
indications for use, such as pancreatitis 
and toxemia, are not specific but are 
rather diseases in which hypovolemia 
and/or hypoalbuminemia may occur in 
varying combinations of severity. 

3. Safety issues related to the 
manufacture of albumin—a. Polymers. 
There is significant variation in the 
proportion of albumin which exists-in 
polymeric form in various prepara.ons. 
Factors which bear on this include the 
quality of the starting material, the 
amount and duration of heating, the 
temperature during storage, the method 
of fractionation, and the concentration 
of the albumin in solution (Refs. 42 
through 47). It is noteworthy that the 
percentage of monomer declines with 
reheating during the manufacturing 
process, increasing age of the starting 
material, and prolongation of storage. 
Some manufacturers achieve a product 
with over 90 percent of the albumin in 
monomeric form; for others, some lots 
may be as low as 70 percent and 
perhaps even lower (Refs. 44 through 
47). For all manufacturers, the 
monomeric fraction apparently 
decreases with storage, but apparently 
at different rates. 

There is very little evidence on the 
effectiveness of polymeric albumin. 
What data there are suggest that it is 
removed rapidly from the circulation 
after it is infused. There seems to be 
only one study on the fate of infused 
human albumin dimers in man (Ref. 48). 
That study revealed only a modest 
shortening of the biological half-life of 
the albumin in the few subjects studied. 
There seems to be no evidence of 
albumin dimers dissociating back to 
monomers after infusion. If this is the 
case, the dimeric form would then have 
half the osmotic effect of the monomeric 
form on a weight basis. It is likely, but 
not proven, that higher polymers 
contribute little or nothing to the desired 
therapeutic effects of infused albumin. 
There is, therefore, concern about the 
variation in composition of albumin 
monomers and oligomers which may in 
fact result in surprisingly wide 


variations in effect in vivo. Clearly, 
much more data are necessary to 
evaluate the significance of oligomers in 
these products, but it seems prudent and 
reasonable to require better control of 
the amount of polymers in the products 
pending the availability of such data. 

b. Placental source materials. A 
portion of the source albumin currently 
used in manufacturing by one producer 
is derived from human placentas. There 
are some differences in the processing 
and properties of this source material 
compared to venous plasma from blood 
or plasma donors. 

Placental material from each donor is 
not individually tested for hepatitis B 


surface antigen (HBsAg). Data from the ; 


single current manufacturer indicates 
that at least 0.2 percent (and probably 
more) of their donor population carry 
detectable HBsAg. Numerous previous 
studies have shown that HBsAg can be 
carried through the usual cold ethanol 
fractionation process and be detectable 
in albumin (Refs. 49 through 53). Similar 
studies with the exact method used to 
process placental material have not 
been done. It is unlikely that albumin 
produced from placental sources is 
infectious for hepatitis B virus (HBV), 
but it is likely that some HBsAg is 
carried through processing into the final 
product. The concentration is likely to 
be too low to be detected by currently 
available methods, but it is not known if 
such low concentrations can produce a 
detectable antibody response in 
recipients of this product. If such occurs, 
it could certainly result in diagnostic 
confusion and uncertainty when later 
detected in former recipients. If such is 
to be expected with significant 
frequency, then at least the labeling 
should warn of this unexpected and 
undesired possibility. A rather simply 
designed study could answer this 
question and should include as controls, 
recipients of albumin prepared from 
venous sources individually tested for 
HBsAg by radioimmunoassay (RIA). 
Albumin can tightly bind a wide 
variety of biological materials found 
circulating in blood or produced by 
placentas. Such physiochemical binding 
is one of its important biological 
properties. Placental starting material 
has more hemoglobin, blood group 
substances A and B, HL-A antigen and 
a wide variety of hormonal agents than 
venous plasma (Refs. 54 and 55). 
Women in labor in the United States are 
quite likely to have received a variety of 
drugs immediately before or during 
delivery. Some of these drugs would be 
expected to be bound to albumin in the 
placental source material. The fact that 
alkaline phosphatase of placental origin 
is found in albumin produced from 
placentas demonstrates that at least 
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some of this material can be expected to 
remain attached to albumin or be 
carried through the fractionation process 
used in the United States and thus be 
present in the final product (Refs. 56 and 
57). Small amounts of placental lactogen 
are also found in the final product, 
another demonstration of the same 
principle. Comparative studies suggest 
that the method used in the United 
States to remove excess hemoglobin 
from the placental source material is 
less effective than some alternatives in 
removing hemoglobin, blood group 
substances A and B, alkaline 
phosphatase, and transaminase (Ref. 
58). The United States manufacturer 
reports undetectable levels of blood 
group substances A and B, and the level 
of hemoglobin meets current standards, 
but the marketed material is largely 
diluted with albumin derived from 
venous plasma, and placental alkaline 
phosphatase is still present in significant 
amounts. There are very few data 
available on the probability of various 
drugs being carried through the 
processing into the final product. Of 
these, penicillin might be the most likely 
one, but by no means the only one, with 
significant dangerous potential. 

On the other hand, there is a long 
history of the use of placental albumin 
in the United States and other countries 
without recognition of significant 


’ clinical problems of the type discussed. 


4. Recommendations for Normal 
Serum. Albumin—a. Normal Serum 
Albumin (Human) should be placed in 
Category I. 

b. The-sodium content of all products 
should be limited to 130 to 160 mEq/L. 

c. The Bureau of Biologics should be 
informed by the manufacturer of the 
amount of “reworking” on the 
production of each lot released. 

d. Manufacturers using placental 
source material should demonstrate that 
penicillin is not carried over into the 
final product by performing a sensitive 
assay for penicillin allergen on a 
significant number of lots. 

e. The manufacturer's production 
process should be designed to assure 
that the final product contains a 
maximal amount of albumin in the 
monomeric form. Current data suggest 
that this should be no less than 85 
percent of the albumin in monomeric 
form at the time of release and no less 
than 75 percent of the albumin in 
monomeric form at the time of 
outdating. 

f. Labeling recommendations. (1) The 
name of the product should be “Human 
Albumin.” The terms “Normal” and 
“Salt Poor” should be discontinued in 
labeling. “Albumin” alone will suffice if 
albumin from other species is not 





marketed ina form likely to be-confused 
with this. 

(2) Much current labeling and 
advertising do not reflect the best 
current information as discussed earlier. 
Albumin should not be promoted as a 
nutritional agent. When recommended 
to treat hypoalbuminemia, the labeling 
should‘also: point out that improvement 
of the patient's nutritional’ status is a 
necessary and preferable approach, 
where possible. Administration of 
albumin in the shock phase within 24 
hours after major burns is of 
questionable value as is:its 
administration for cerebral edema. 
Specific: diseases should be listed only 
as examples of broader, stated 
indications. Where specific 
circumstances apply, e.g., hemolytic 
disease: of the newborn, this should be 
pointed out and appropriate references 
cited. ~ 


(3) More emphasis is needed in most 
labeling-on: 

(a) The potential for pulmonary edema 
with rapid administration of the 25 
percent albumin product. 

(b) Individualization of doses and 
rates of administration. 

(c) Correcting the underlying cause of 
the condition requiring use of albumin. 

(d) The hazards of use in patients with 
severe anemia. 

(e) The potential for micrabial 
contamination once the: package is 
entered. : 

(4) Material prepared from placental 
sources should indicate in the labeling 
that a variety of biological materials 
may be present in small amounts which 
are not found in material from venous 
plasma. 

(5) The approximate concentrations of 
chloride and potassium ions should be 
given in the package insert. 

d. Stability. The current shelf-life 
expiration times may need to be revised 
as more studies are performed, and 
particularly if the requirement for 
minimum monomer content is adopted. 

e. Research—(1) There is a great need 
for methods of measuring the dynamics 
and in vivo distribution of albumin; 
these methods must be more rapid and 
less cumbersome than those now 
available. This will allow needed 
studies to be carried out in acutely ill, 
unstable patients. 

(2) It is still not clear at what levels 
and in what circumstances low 
concentrations of albumin in patients 
should be supplemented with albumin 
administered intravenously, and which 
are the best methods for doing’so. 

(3) The fate of albumin administered 
to acutely ill patients needs to be 
determined, especially for those patients 
with large losses of relatively sudden 


onset and. those who.are in markedly 
catabolic: states. 

(4). The precise relationship between 
concentration. of albumin in the plasma 
and its, effects. on pulmonary function is 
still debated, especially when the lungs 
are damaged. This.is an important. — 
clinical question that needs to be 
answered soon. 

(5) The entire area of the:clinical 
importance of the binding and carrier 
functions of ‘albumin and: the same 
functions of albumin: products deserves 
considerably more investigative support 
and attention. Modification of 
regulations may be necessary as a: result 
of such investigations if there are 
differences in: clinically important 
binding: and carrier functions: that relate 
to methods of manufacture. 

(6) The fate and function of albumin in 
monomeric, dimeric, and polymeric 
forms needs to be: established so that 
proper criteria can be:established for the 
manufactured: product. The: current 
Panel recommendation.on monomeric 
limits are based on very incomplete 
data, but are regarded as:reasonable 
interim standards based:upon the results 
that current manufacturing practices can 
already achieve. 

(7) The use: of placental source 
material raises many potential problems 
because: of the likelihood that a variety 
of substances are carried over into the 
final product. Albumin derived from 
placenta) source material needs to be 
tested for immunizing potential against 
HBsAg, placental lactogen, and perhaps 
other placental hormones. Drugs 
commonly administered to women in 
labor may be present in the final 
product, and their potential for harm 
needs to be evaluated. The immunizing 
potential’ of the small amounts of HL-A 
antigenic-material in this product needs 
to be defined. Changes in regulations 
and labeling of placental albumin may 
be necessary, depending on the results 
of such studies. 
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Product Reviews 


There were 15 different suppliers of 
Normal Serum Albumin (Human) 
subject to this review, all with great 
similarity in the basic plasma processing 
procedures, but with many differences 
in details which conceivably could be 
significant. The products of each 
individual manufacturer are therefore 
described only with respect to: obvious 
departures from common practices, 
along with comments on the labeling 
and advertising, 

1. Source. Most manufacturers use 
Source Plasma (Human) and: plasma 
from outdated whole blood: Both 
contain citrate anticoagulants and may 
have been frozen at least for 
transportation. Some manufacturers 
specifically state in their data 
submissions (Refs. 1 through 15) that 
each source unit was tested for 
hepatitis-B sulface antigen by 
radioimmunoassay and was free of such 
antigen. A few manufacturers. are 
licensed to use placental material. 

2. Processing. All manufacturers use 
the cold aleohci plasma fractionation 
process, described as the Cohn method 
6, with many. small variations. Placental 
material is handled by a somewhat 
different process. 

3. Composition: The 5-percent (plus or 
minus 0.3 percent) solution of albumin is 


brought to volume with 0.15 M sodium 
chloride;. with.0:004 M. sodium 
acetyltryptophanate and 0.004 M sodium 
caprylate added. asi stabilizers. The 25- 
percent (plus: or minus:1.5 percent) 
solution of albumin contains:0.02.M 
sodium acetyltryptophanate and 0:02 M 
sodium caprylate. None contain 
preservatives..All are at least 96-percent 
albumin, expressed as the percent of 
total protein. present, with less.than 3- 
percent globulins, Heme concentrations 
are less than 1 mg/5grams albumin; pH 
is 6.9-plus or minus 0:5: All are sterilized 
by filtration, and’ heated’ to 60°°C plus or 
minus 0.5° for at least 10 hours. Final 
— content ranges. from 100 to 160 


mEq/L. 

4. Safety. Lots.and: batches are 
visually checked during 7 days storage 
at 18 to 35°C. Specified samples are 
randomly selected for :culture for 
bacteriali growth. All manufacturers 
check each lot in animals for febrile 
response and gross vasomoter reactions. 
Most manufacturers also check each lot 


. in human volunteers for febrile 


response, effect on pulse rate and blood 
pressure, and symptomatic effects. All 
manufacturers keep records of reported 
reactions. Some manufacturers have 
voluntarily recalled lots associated with 
reported febrile responses. The 
commonest reported adverse reactions 
are chills and fever; much less 
commonly reported: are tachycardia, 
hypotension which is rarely severe, 
urticaria, nausea, vomiting;.increased 
salivation, and a skin rash. Transmitted 
diseases have not been documented to 
occur from properly processed material. 

5. Effectiveness. No manufacturer has 
submitted effectiveness data for its 
specific product. All rely on the assumed 
similarity and homogeneity of this 
material in relation to that used in 
earlier studies. It is likely that some of 
the early published studies on 
effectiveness of albumin used material 
produced by methods similar to present 
methods in. the Massachusetts Public 
Health Biological Laboratories. 

6. Labeling. The bottle and package 
labels are all similar, including the 
product name, concentration of albumin, 
total volume, manufacturer's name and 
location, lot number, various other 
identifying numbers, United States © 
License Number, osmotic equivalent as 
citrated plasma, date of expiration and 
added stabilizers. Instructions.and 
warnings include: Temperature of 
storage, “contains no:preservative”, ‘do 
not use if turbid”, caution against 
patient dehydration, “single dose 
container”, “for intravenous use”, the 
prescription legend and “see enclosed 
circular”. All 25 percent albumin 
preparations were labeled “salt poor” at 


the time of the data. submission, but 
recently published regulations require 
this designation. to: be: removed. 

The package inserts share several 
features:in common. Indications for use 
include: Hypovolemia, 
hypoalbuminemia, and’ hemolytic 
disease of the newborn. Some 
inappropriate indications, are:mentioned 
below. for individual:manufacturers. 
Warnings, precautions:and: - 
contraindications include cardiac failure 
due to hypervolemia, renewed bleeding 
as blood volume expands and perfusion 
improves, “dehydration” of the patient 
when 25,percent albumin is.used. as 
treatment for hypovolemia. without 
supplemental fluids and: electrolytes, 
severe anemia, and the fact that the 
material contains no preservatives and 
thus should not’ be used if turbid and 
should'not be stored once opened..A 
statement is made: that heat treatment at 
60 °C for 10.hours probably eliminates 
the risk of hepatitis. Possible adverse 
reactions are-described. Suggested 
doses for various:clinical conditions are 
given. Essentially all of the information 
from the container and the package 
labels are usually repeated. 

Advertising occasionally makes 
claims beyond ' those. contained in the 
labeling. This is: discussed: where 
applicable in the review for each of the 
following products, realizing that : 
manufacturers may have revised their 
labeling and advertising since the date 
of the submissions which were 
reviewed: 

(1) Abbott Laboratories (Albutein™) 
(Ref. 1). A reasonable discussion in 
labeling of individual-specific dosing:is 
present. The labeling also lists “adjunct 
in hemodialysis and cardiopulmonary 
bypass” as an. indication for use. 
Advertising separates traumatic from 
hemorrhagic shock, mentions “ischemic 
(reversible)” and “stagnant 
{irreversible)” forms claims that early 
loss in “endotoxic” shock is plasma loss, 
and mentions cardiogenic shock as a 
distinct indication for administration of 
albumin. All of these statements are’ 
questionable if not objectionable. The 
indication for use: of albumin in shock is 
hypovolemia; various: theories of 
pathophysiology and categorization-of 
shock are better avoided in labeling 
until more firmly established 
scientifically. This section of the 
labeling would be much better if so 
simplified and clarified: With respect to 
labeling for administration in: burns, see 
the earlier Generic Statement om Normal 
Serum Albumin (Human). In discussing 
hypoproteinemia, correction of the: 
underlying cause is correctly 
emphasized. Acute pancreatitis, 
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cerebral edema, and nutritional 
hypoproteinemia are mentioned as 
specific.indications. It is concluded that 
the reviewed advertising for this product 
falls well below the quality of the 
package insert labeling and borders on 
being misleading. 

(2) Armour Pharmaceutical Company 
(Albuminar™) (Ref. 2). The labeling 
does not list hemolytic disease of the 
newborn as an indication for use. It does 
list use in. the shock phase which occurs 
immediately after major burns (see 
above). The labeling properly includes 
severe anemia as a contraindication. 

(3) Connaught Laboratories, Limited 
(Ref. 3). The labeling specifies storage at 
2 to 10 °C; therefore, it has a 5-year 
dating period. Apparently there is no 
testing in humans before lots are’ 
released. Connaught was no longer a 
licensed U.S. producer at the completion 
of this review. 

Labeling is rather minimal. Hemolytic 
disease of the newborn is not mentioned 
as an indication for use; but burns are. 
Severe anemia is not specifically 
mentioned as a possible 
contraindication, and the lack of clotting 
components in this preparation is not 
pointed out. There has been no 
advertising in 5 years. 

(4) Cutter Laboratories, Incorporated 
(Ref. 4). Burns and cerebral edema are 
mentioned as indications for use in 
labeling. Hemolytic disease of the 
newborn is not listed. Directions for use 
were not included in the package insert. 
There is separate packaging for material 
derived from blood collected from the 
American National Red Cross and paid 
for by the Red Cross. Advertising is 
minimal, but contains the potentially 
misleading statement that “cardiac 
output is greater than that produced by 
whole blood.” Testing of lots in human 
volunteers is not described. 

(5) Dow Chemical (Proserum™) (Ref. 
5). Placental origin material was used 
until mid-1971. Menthanol is 
occasionally used as the precipitating 
alcohol. The process permits the product 
to be reheated up to five times to 
eliminate pyrogenic reactions. 

The package insert for 25-percent . 
albumin incorrectly suggests use in 
cerebral edema and use as a vehicle for 
delivering red cell concentrates as 
indications. Labeling for other 
indications has a more balanced 
presentation. The rise in alkaline 
phosphatase in recipients of the 
placental material is mentioned. The 
package insert for 5 percent albumin 
lists only hypovolemia as an indication. 

Five and three lots of 25 percent and 5 
percent albumin respectively have been 
tested in humans for adverse reactions. 
Two lots of 25 percent material were 


recalled in 1974 because of a reported 
incidence of adverse reactions in 17 
patients. Dow Chemical was no longer a 
licensed producer at the completion of 
this review. 

(6) Hyland Division, Travenol 
Laboratories (Buminate™) (Ref. 6). ~ 
Production methods are very sketchily 
outlined in the submission to the Panel. 

There are separate packages and 
labels for material produced for the New 
York Blood Center, and material for bulk 
use which is exported. The standard 
package insert points. out lack of clotting 
factors in albumin and the inability to 
make absolute statements about the risk 
of transmission of viral diseases by the 
material. Hemolytic disease of the 
newborn is not mentioned as an 
indication for use..In general, the 
discussion is reasonably balanced. The 
precautions do not fully emphasize the 
necessary safeguards against bacterial 
contamination, and severe anemia is not 
mentioned as a contraindication. 
Instructions for use are detailed. 
Cerebral edema is incorrectly suggested 
as an indication for use with the 25- 
percent preparation. Hemolytic disease 
of the newborn is not mentioned. 

(7) Lederle Laboratories Division 
American Cyanamid (Pro-Bumin™) 
(Ref. 7). Lederle has used placental 
starting material in the past, although 
reportedly this is no longer the case. The 
package inserts are adequate in their 
precautionary statements. Cirrhosis, 
nephrosis, and pancreatitis are listed as 
specific indications for use of the 25 
percent preparation; the potential value 
of 25-percent albumin for cirrhotic 
ascites is overstated. In advertising, 
“prothrombin levels” are mentioned 
were “clotting factors” are meant; this 
may be confusing. The Panel disagrees 
with the statement that 25-percent 
albumin “has its.greatest application in 
the treatment of shock.” There has been 
some testing for safety in humans in the 
past. 

(8) Massachusetts Public Health 
Biologic Laboratories (Ref. 8). 
Hemolytic disease of the newborn is not 
mentioned as an indication in the 
labeling. Starvation is mentioned twice; 
this should be updated to indicate — 
currently preferred approaches to 
treatment of malnutrition. There has 
been no advertising. 

{9) Merck Sharp and Dohme, Division 


of Merck and Company, Inc. 


(Albumisol ™) (Ref. 9). Nutritive value is 
inappropriately mentioned in the 
package insert. Many specific diseases 
are mentioned under the usual broad 
categories of indications for use. Severe 
anemia is not mentioned as a 
contraindication. Detailed electrolyte 
content is given on some packages. 


Hemolytic disease of the newborn is not 
mentioned as an indication in most 
package inserts. 

There were unusually large numbers 
of reactions reported in 1972 for the 5 
percent product. Two of three lots were 
withdrawn and distribution of the third 
was discontinued. Retesting (not 
described) failed to reveal the cause. 

(10). Michigan. Department of Public 
Health (Ref. 10). Placental material has 
been used in the past. A questionable 
statement “at least 95 percent albumin” 
is used in the labeling, The package 
insert is very brief. Nutritional 
hypoproteinemia is inappropriately 
mentioned as an indication; hemolytic 
disease of the newborn is not 
mentioned. Precautions do not mention 
the possibility of inducing severe 
anemia. Each lot is reported to be tested 
in normal humans for adverse reactions. 
No adverse reactions were reported 
from clinical use. 

(11) North American Biologicals (Ref. 
11). The package insert inappropriately 
mentions effects on the pH buffer 
capacity of blood, which is minimal 
when compared with hemoglobin. 
Suggested use to provide a large mobile 
reserve of amino acids clearly has 
inappropriate nutritional implications. 
Hypoproteinemia of starvation and 
burns are also listed as indications 

Various lots have been tested for 
adverse effects on over 100 patients and 
volunteers. No mention is made of 
adverse reactions in clinical recipients. 
No data were given on actual 
composition of the product. This firm 
was no longer a licensed producer at the 
completion of this review. 

(12) Ortho Diagnostics, Incorporated 
(Orthobumin™) (Ref. 12). Acute 
pancreatitis and cerebral edema are 
inappropriately mentioned as 
indications for use. Four lots were 
reported to have been tested for safety 
in normal humans. 

(13) Osterreichisches Institut Fur 
Haemoderivate (Ref. 13). All lots are 
reported to be tested in humans before 
release. There was no mention of 
reports of adverse reactions in patients. 
Cerebral edema and eclampsia which 
are included as indications in the 
labeling should be eliminated. 

(14) Parke, Davis and Company (Ref. 
14). Placental source material is used in 
combination with venous source 
material. Venous sources are tested for 
HBsAg, but individual placentas are not 
tested for HBsAg. Each lot is tested in 
patients before release. A rather large 
number of reactions were reported for 
1970 without explanatory comment. 
Nutritional use as mentioned in 
advertising material should be 





eliminated. Safety should be evaluated 
as recommended for placental source 
material in the earlier Generic 
Statement on Normal Serum Albumin 
(Human). 

(15) Z.R. Squibb and Sons (Ref. 15). 
The labeling precautions include 
possible elevation of alkaline 
phosphatase in recipients, even though 
the material is not of placental origin. 
The package insert is well balanced, 
although hints at nutritional advantages 
in anuric patients should be eliminated. 
No information was available regarding 
further testing, safety, and reported 
reactions in recipients. 
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11. Plasma Protein Fraction (Human) 
Generic Statement 


Plasma Protein Fraction (PPF) was 
developed in 1957 (Ref. 1). The 
composition of the product is essentially 
that of Fraction IV-4 plus Fraction V 
which are obtained by method 6 
developed by Cohn et al. (Ref. 2) to 
fractionate the proteins of human 
plasma. At the time of the development 
of plasma proteins during World War II 
only human serum albumin was 
available as a 25-percent concentration 
in 100 mL volume (Ref. 3). This solution 
often proved to be ineffective in 
restoring blood pressure without the 


addition of intravenous saline, 
especially in dehydrated patients. Thus, 
a 5-percent solution of plasma protein 
was readily received because of its ease 
of administration (Ref. 4). Also PPF 
preserves the national blood resources; 
there is 25 to 30 percent more yield of 
usable plasma proteinf solution from a 
unit of blood than when albumin is 
produced (Ref. 5). 

Nearly all commercial fractionation 
methods are based upon the exploitation 
of solubility differences. Thus, the 
chemistry of protein ractionation is the 
chemistry of protein solubility. Protein 
solubility is affected by a number of 
variables, and if these variables are 
controlled, they can form the basis of 
systematic protein fractionation. In the 
fracttionatio of most natural protein 
systems, the presence of a large number 
of components and the similarity of 
many of them makes it necessary to 
control a number of variables if 
sufficiently large differences in 
solubility are to be obtained to give 
usefully precise separation. 

One of the most difficult problems in 
protein fractionationistoavoid - 
alterations of the proteins during their 
separation. Proteins are subject to 
irreversible alterations from many 
causes. The extent and nature of these 
alterations are often difficult to 
evaluate. In the fractionation of the 
proteins of human plasma, it is 
particularly important that unaltered 
proteins be made available for 
subsequent use in humans, since 
irreversible alteration might well lead to 
substances of new antigenic specificity 
if not more general changes in biological 
activity. 

Production of PPF requires 
manufacturing methods that include low 
temperatures (—3 to —5° C) various 
concentrations of ethyl alcohol (8 to 30 
percent), varying hydrogen ion levels 
(pH 4.6 to 7.2), and separation of 
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precipitates. Virtually every step in the 
manufacturing process has the potential 
for causing protein denaturation, i.e., an 


alteration in the protein’s molecular 
structure (Ref. 6). 


PPF and hypotension. Other labile 
proteins may be altered by the 
fractionation process. For example, 
recent lots of PPF that produced 
hypotension were found to have high 
levels of prekallikrein activator (PKA), 
although most lots of PPF have low 
levels of this activator. PKA is perhaps 
better known as Hageman Factor 
Fragment (Table 1). Activated Hageman 
Factor can act to trigger blood 
coagulation and fibrinolysis, and also 
can activate prekallikrein to kallikrein 
which in turn acts upon high molecular 
weight kininogen to produce bradykinin 
(Table 2). 


Table 1.—Some Components of the 
Kallikrein-Kinin System 


1. Hageman Factor..., Factor XII-MW about 
80,000. 
2. Prekallikrein “PKA"—MW about 
Activator(s) or 28,000. 
Hageman Factor Generated from Factor 
Fragment(s). XII. ; 
Catalyze(s) 
Prekallikrein 
Kallikrein. 
3. Plasma “PK"—MW about 
Prekallikrein. 100,000. 
4. Plasma Kallikrein.. MW about 100,000. 
Catalyzes release of 
BK from HMWK. 
Has esterolytic 
activity 
“HMWK"—MW about 
200,000. 

Preferred substrate for 
plasma kallikrein. 
“BK"—a nonapeptide, 

MW about 1,000. 
Has vasodilatory 
activity. 
Causes smooth muscle 
contraction 


5. High Molecular 
Weight 
Kininogen(s). 


6. Bradykinin 
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TABLE 2 


Surface Effect 


Activated 


Vv 
UE seen Factor-—_—_—_—__-> Coagulation and Fibrinolysis 


Hageman 
Factor ~ 
4 


Prekallikrein 


Lee 


(— RP as 


¥ Kallikrein 
—— HMW binders peclyiacts + Histidine Rich Peptides 


Diagram of the relationship of proteins of the 


kinin-generating pathway to the mechanism of. 


Hageman factor. 


Bradykinin is nonapeptide with a 
molecular weight of about 1,000 which 
has vasodilator activity and causes 
smooth muscle contraction. In the 
normal circulation, bradykinin is rapidly 
inactivated largely by kininases, 
proteolytic enzymes that degrade kinins 
to inactive forms. The half-life of 
bradykinin in blood is about 20 seconds; 
it is almost totally destroyed in one 
passage through the pulmonary 
circulation (Ref. 8). 

It has previously been reported that 
during surgical procedures bradykinin 
levels increase from low (nanogram) 
levels to considerably higher levels (Ref. 
9). If this occurs and another generator 
of bradykinin is added to the system 
(PPF) or if a kininase is removed from 
the system or the level of an inhibitor in 
this system is suppressed, there can be a 
resultant increase in bradykinin that can 
cause hypotension. ‘ 

In the original work of Bland and his 
associates (Ref. 10) it was postulated 
that it was bradykinin that caused the 
hypotension produced by PPF. Recent 
studies at the Bureau of Biologics with 
samples of PPF retained from Bland’s 
original studies were found to be high in 
PKA activity (Ref. 11). It has been 
shown that there is direct correlation 
between high levels of PKA and the 
amount of hypotension produced in 
animal models (Ref. 12). 

In the “blocked rat” model, treated to 
inhibit kininases so that any bradykinin 
generated stays in the circulation, there 

.is a linear correlation between the drop 
in mean arterial pressure and the 
concentration of PKA in the product 
administered. However, in unblocked 


rats.it takes much more bradykinin, 
either generated or administered to 
produce a given fall in blood pressure, 
and the relationship tends to be much 
less linear (Ref. 13). 

There is some evidence that there are 
higher PKA levels in salvaged plasma 
than in fresh frozen plasma, although. 
there is not general agreement with this 
observation (Ref. 14). 

PKA activity has been found in only a 
few lots of albumin. Indeed this is 
reasonably consistent because a further 
fractionation process is necessary to 
produce albumin, Fraction V; most of 
the PKA is removed by these additional 
steps. These protein fractions, however, 
are never so “clean” that the presence 
or absence of PKA can be absolutely 
predicted, PKA tends to concentrate in 
Fraction IV, but on rare occasions may 
be found in albumin which is made from 
Fraction V. After heating to 60 degrees 
for pasteurization bradykinin may still 
be present, kallikrein has been 
destroyed, kininogen is still present but 
at very low levels, and prekallikrein 
activator in present in various amounts 
and maintains its activities. 

It is well known that the 
administration of PPF fractions do not 
cause adverse responses in all people. 
People have different prekallikrein, 
kinincgen, and enzyme inhibitors in the 
circulation. Individuals vary in their 
ability to destroy bradykinin. They may 
also have differing levels of PKA 
because the trauma of surgery activates 
Hageman Factor. 

There is evidence that ammonium 
sulfate as sometimes used in 
fractionation (Ref. 15) and cooling to a 
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temperature of 4° C both activate 
Hageman. Factor. These steps were used 
in the manufacturing process for PPF by 
one supplier until 1976. There is also the 
possibility that PKA could be generated 
in plasma which has been thawed to 
obtain cryoprecipitate (Ref. 16). 
Kallikrein can be rapidly inhibited by C 
1 esterase inhibitor and by alpha 2- 
macroglobulin and more slowly by 
antithrombin III. Heating probably 
inactivates all these inhibitors. 

Potentially, chemical reactions 
producing PKA can occur at almost any 
stage in plasma derivative manufacture, 
in the source plasma, during the 
fractionation, in partially fractionated ’ 
products, in the paste, in the powder, in 
the bulk, and finally perhaps even on 
the shelf. 

Composition of PPF. The protein 
composition of PPF is determined by 
methods that have been approved for 
each manufacturer. The protein content 
is set at 5.0 plus or minus.0.3 percent. In 
addition to the. alpha and beta globulins 
present in the PPF (usually about 12 
percent) the albumin exists at both a 
monomer and a dimer. The effect of 
albumin dimer on the oncotic 
characteristics and drug-binding 
properties of the albumin has not been 
determined. PPF Is:composed of at least 
83 percent (usually about 88 percent) 
albumin, no more than 1 percent gamma 
globulif, 130-160 mEq/L of sodium, less 
than 2 mEq/L of potassium, and has a 
PH of 7.0 plus or minus 0.3. This solution 
is stabilized. with 0.004 molor sodium 
acetyltryptophanate and 0.004 molar 
sodium caprylate. After being 
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introduced into the fina! container the 
PPF solution is heated at an attained 
temperature of 60°C plus or minus 0.5°C 
for 10 hours. The dating period is 5 years 
when stored at 5°C or 3 years at 30°C or 
less. 


Evaluation of PPF for Labeled 
Indications 


1. Hypovolemia. Hypovolemia, 
whether due to blood loss or “third 
space” sequestration of fluid (exclusive 
of burns) responds readily to PPF. 

a. Effectiveness. PPF is effective in the 
maintenance of a normal circulating 
blood volume (Ref. 4}, but has not been 
proved to be effective in the 
maintenance of oncotic pressure. The 
same labeling claims are made by all the 
manufacturers of PPF, although there 
may be possible differences in 
effectiveness among products relating to 
the methods of preparation. At the 
present time there is no information 
available about the effect of various 
methods of preparation of PPF upon the 
metabolism and oncotic effect of its 
albumin. 

Precautions about PPF administration 
at a rate greater than 10 mL/minute may 
limit its usefulness as a rapid plasma 
volume expander when blood is not 
available unless efforts to reduce the 
hypotensive reactions are successful. 

Much of PPF administration today is 
arbitrary or pragmatic. The advent of a 
clinical oncometer so that oncotic 
pressure could be measured before and 
after PPF administration should result in 
a better quantification of the effects of 
PPF and clarification of the need for its 
administration. These studies have not 
been done. 

b. Safety. The safety of PPF has been 
assumed in the past to be so high that 
complications have already been 
reported even though some may have 
occurred. The reaction rate for various 
adverse side effects such as urticaria, 
chills, fever or vasodepressor effects are 
few and involve between 0.5 and 1.5 
percent of the production lots. These 
reactions are for the most part mild and 
short-lived. The vasodepressor effects 
have been increasingly reported and 
may be significant in some patients. 

As a result of the unusual stability of 
albumin, it is possible to heat the 
product routinely during processing to 
60°C for 10 hours, thus achieving 
inactivation of hepatitis viruses. The 
only established cases of hepatitis after 
PPF infusion have apparently come from 
a failure in processing so that 60°C 
treatment for 10 hours was not achieved 
(Ref. 17). 

c. Benefit/risk evaluation. Properly 
administered, PPF has an acceptable 
benefit-to-risk ratio. Until clarification 


of the frequency of occurrence and 
clinical significance of hypotensive 
episodes has been determined, an__. 
evaluation of the ultimate benefit-to-risk 
ratio for rapid, emergency 
administration cannot be achieved. 

d. Recommendations. (1) Plasma 
Protein Fraction (Human) should be 
place-in Category I. 

(2) It is recommended that more 
sophisticated clinical studies be 
sponsored within the medical 
community to evaluate the effectiveness 
of PPF in elevating oncotic pressure 
possibly in conjunction with similar 
studies recommended for albumin. This 
information would clarify the many 
clinical disorders that exist in which 
there is incomplete or conflicting data 
on the effectiveness of PPF therapy and 
should define further the situations in 
which no benefit from PPF 
administration occurs, despite the 
presence of hypoalbuminemia. 

(3) Manufacturers of PPF should have 
a control testing program for measuring 
PKA consistent with available 
technology. 

(4) Acceptable levels of PKA should 
be no more than 25 percent of the 
present Bureau of Biologics reference 
standard. 

(5) Limits for bradykinin content 
should be established when data are 
developed to substantiate measurable 
safe levels. 

(6) The product name should be 
“Plasma Protein Fraction”. 

e. Labeling recommendations for 
hypovolemia. The package inserts 

. should be revised to inform physicians 
of the possibilities of hypotension 
occurring after PPF administration and 
that this hypotensive effect can be 
reversed with the use of vasopressors. 
Also, the package insert should note 
that no evidence exists that PPF 
appreciably increases the colloid 
oncotic pressure of the plasma. 

2. Burns. Acute therapy in burns is 
directed during the first 24-hours to the 
administration of large volumes of 
crystalloid solution to expand the 
constructed extracellullar fluid volume. 
For continuation of therapy beyond 24- 
hours, albumin, often as PPF, and lesser 
amounts of crystalloids are generally 
used. Recommendations are the same as 
for hypovolemia. : 

3. Red cell resuspension medium—a. 
Effectiveness. During certain types of 
exchange transfusion or when very large 
volumes of packed red blood cells have 
been administered to correct blood loss, 
PPF may be used as a resuspension 
menstruum in order to avoid excessive 
hypoalbuminemia during such 
transfusion therapy. Although such 
blood is deficient in coagulation factors 
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and platelets, sufficient equilibrium 
exists between intravascular and 
extravascular clotting factors to 
maintain adequate hemostasis during 
blood exchanges of less than 90 percent. 


b. Safety. If circulatory overload is 
avoided and if it is realized that PPF has 
no plasma-clotting factors, then 
adequate levels of albumin can be 
achieved by the resuspension of packed 
red blood cells, washed red blood cells 
or previously frozen red blood cells 
during massive transfusion procedures. 


c. Recommendations. 
Recommendations are the same as for 
hypovolemia. 
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12. Antihemophilic Factor (Human) 
Generic Statement 


1. Introduction. Antihemophilic Factor 
(AHF, factor VII, antihemophilic 
globulin, AHG) is generally considered 
to be a trace protein in normal plasma 
which has the property of correcting the 
clotting defect characteristic of 
hemophilia A (Ref. 1). Recent work 
indicates that hemophilia A is not a 
single disease entity in which there is a 
deficiency of a protein which has 
coagulant activity. Factor VIll-like 
antigenic activity can be identified 
independent of factor VIII coagulant 
activity (Ref. 2). In addition, von 
‘Willebrand's disease is characterized by 
several plasma defects in addition to a 
deficiency of factor VIII coagulant 
activity (Ref. 3). Studies on genetic 
control mechanisms, synthesis and 
physical-chemical composition of factor 
VIII have a relationship to the 
effectiveness of therapy with factor VIII 
concentrates in specific disease entities 
(Ref. 4 through 6). However, potency of 
the licensed Antihemophilic Factor 
(Human) products is characterized on 
the basis of factor VIII coagulant 
activity. Unless otherwise specified in 
this review, the term factor VIII relates 
to only the clot-promoting properties of 
this protein. 


Early attempts to isolate the 
antihemophilic activity from plasma 
were limited by the techniques for its 
assay and failure to recognize that 
hemophilia was not a single disease 
entity. It was found that plasma globulin 
fractions had the ability to correct the 
prolonged whole blood clotting time 
characteristic of severe hemophilia 
(Refs. 6 and 7). The antihemophilic 
activity was found to separate along 
with fibrinogen in fraction I of the 
ethanol precipitation method of Cohn, et 
al. (Ref. 8). The factor VIII activity of 
fraction I preparations was variable but 
it was used in the clinical management 
of hemophilia (Ref. 9). At the present 
time, no fraction I preparations are 
licensed for use in the treatment of 
hemophilia. A number of other 
procedures have been used for 
separation of factor VIII activity from 
plasma of humans as well as from the 
plasma of other species (Ref. 1). Work 
has been done in England on factor VIII 
from porcine and bovine plasmas (Ref. 
10). Although high potency preparations 
have been obtained, the porcine and 
bovine materials have been found to be 
antigenic when used in man (Ref. 11). 

Pool and associates (Ref. 12) 
recognized the potential of what was 
first regarded as a laboratory curiosity 
and their observations provided the 
basis for the materials that are currently 
licensed. When plasma is frozen and 
thawed, much of the factor VIII activity 
is concentrated in a small amount of 
poorly soluble material. This 
cryoprecipitate can be separated from 
the supernatant plasma and is the 
starting material for currently licensed 
factor VIII concentrates (Ref. 13). As 
with other fractionation procedures, 
there is also a considerable amount of 
fibrinogen in the cryoprecipitate. 

Factor VIII is relatively stable when 
separated from other procoagulants but 
small amounts of thrombin will destroy 
it (Ref. 1). In order to remove 
procoagulants which might provide a 
source of thrombin, aluminum hydroxide 
has been found to be effective (Ref. 1). 
Aluminum hydroxide absorbs fibrinogen 
from plasma to a greater extent than 
factor VIII (Ref. 4). Thus much of the 
fibrinogen present in cryoprecipitate can 
be removed by this method. Since the 
aluminum hydroxide is insoluble it can 
be removed by centrifugation. 
Aluminum hydroxide, like other 
absorbants, will remove a number of 
other clotting accelerators that influence 
in vitro test results but have no in vivo 
antihemophilic activity. It is probably 
for this reason that there is good 
correlation between in vitro test results 
of factor VILL potency and the clinical 
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effectiveness of the products prepared 
by this procedure. é 

Studies done on patients undergoing 
hemodialysis have indicated that 
aluminum is potentially toxic (Refs. 15 
and 16). If aluminum hydroxide is used 
in the process of manufacturing factor 
VIII, the product must be tested to 
demonstrate that the aluminum has been 
removed. 

In some procedures for the isolation of 
factor VIII small amounts of heparin are 
added (Ref. 17). This is apparently used 
to prevent the activation of clotting 
factors which would lead to thrombin 
formation. When heparin is added 
during the manufacturing process, the 
product must be tested to demonstrate 
that heparin has been effectively 
removed, or the residual heparin activity 
should be measured and indicated in the 
labeling. 

Intermediate purity AHF (Ref. 18) is a 
term applied to a product in which the 
cryoprecipitate obtained from plasma is 
treated with ethanol. The cryoethanol 
precipitate is extracted with low ionic 
Tris buffer and then treated with 
aluminum hydroxide. 

Glycine will precipitate factor VIII. 
Low concentrations of glycine, 3.5 
percent, will precipitate nonfactor VIII 
proteins, mainly fibrinogen, while most 
of the factor VIII activity remains in the 
supernatant fluid. When the 
concentration of glycine is increased to 
approximately 12 percent, most of the 
factor VIII will precipitate. The factor 
VIII activity can then be extracted with 
a citrate solution (Ref. 19). In a similar 
manner polyethylene glycol (PEG) can 
be used as a precipitating agent (Ref. 
18). At low concentrations of PEG, 2.5— ~ 
5.0 percent, nonfactor VIII proteins will 
precipitate, while at the higher 
concentration of 2 percent, factor VIII 
will precipitate. The factor VIII can be 
recovered by extraction with Tris buffer. 
These preparations have been termed 
high purity AHF (Ref. 18). 

2. Indications for use. Factor VII 
concentrates are indicated when there is 
a hemostatic defect resulting from a 
deficiency of factor VIII, and it is 
necessary to increase and maintain 
factor VIII concentrations to control 
bleeding. 

a. Evidence of effectiveness. (1) There 
is a considerable amount of available 
information to indicate that factor VIII 
when given in adequate amounts will 
correct both the clotting and hemostatic 
defects associated with factor VIII 
deficiency. The active material has a 
relatively short effect in vivo (Ref: 20) 
and approximately half of the coagulant 
activity is lost from the circulating 
plasma in 10 to 12 hours. In order to 





maintain circulating factor VII at 
therapeutic levels, additional material 
must be injected at approximately 12- 
hour intervals (Ref. 12). The currently 
available materials are effective only 
when administered intravenously 

(2) In disseminated intravascular 
coagulation (DIC) there is no evidence 
that factor VIII concentrates are 
therapeutically useful. 

(3) A small percentage of patients 
with hemophilia A develop antifactor 
VIII anticoagulants (Ref. 22}. This type 
of anti-factor VIII activity appears to be 
an antibody response to factor VIII-like 
antigenic material that has been 
administered. When this complication 
occurs, massive amounts of factor VIII 
must be supplied and even this may not 
be sufficient to achieve hemostatic 
effectiveness (Ref. 19). It is important 
that the in vivo effectiveness of the 
factor VIII material be determined by.a 
reliable assay procedure since it is not 
always possible to predict in vivo 
effectiveness from the vitro test results. 

(4) Acquired factor VII deficiency has 
been reported in otherwise normal 
individuals following reactions to 
penicillin, during pregnancy, in patients 
with lupus erythematosus and in 
patients with rheumatic heart disease 
(Ref. 22). In such cases an anti-factor 
Vill anti-coagulant is apparently the 
basis for the coagulation defect. There 
may be little or ne in vivo response to 
administered factor VIII in these 
patients. It is necessary to have a 
reliable method to evaluate the in vivo 
effectiveness of the infused material 
before Anithemophilic Factor (Human) 
can be evaluated for this indication. 

(5} Von Willebrand's disease is a 
disorder in which the affected 
individuals have decreased levels of 
factor VIII, a prolonged bleeding time 
and other recently recognized plasma 
activity deficiencies (Ref. 3). The 
relationships among the plasma 
abnormalities, the hemorrhagic 
tendency and the genetic defect are not 
clear. The adminstration of normal 
plasma or cryoprecipitated 
antihemophilic factor appears to control 
hemorrhage, normalize the bleeding 
time, and increaase the circulating level 
of factor VIII. The response of these 
patients to adminstration of normal 
plasma is unusual in that a secondary 
increase in circulating factor VIII occurs 
over and beyond the amount of factor 
VIII infused. In-two recent studies (Refs. 
4 and 5) the response of patients with 
von Willebrand's disease to 
administration of cryoprecipitated 
antihemophilic factor and two of the 
Antihemophilic Factor (Human) 
concentrate products was determined. 
Cryhoprecipitated antihemophilic factor 


increased the factor VIH coagulant 
activity, the factor VII antigen-like 
activity, the platelet aggregating factor, 
the ristocetin related activity of 
platelets, corrected the bleeding time 
and controlled bleeding. In equilvalent 
doses of factor VIII, based on coagulant 
activity, the concentrates failed to 
correct the bleeding time, and clinical 
evidence of hemorrhage persisted even 
though high levels of factor VIL 
coagulant activity were achieved. In 
view of these findings, until additional 
data to the contrary are available, none 
of the Antihemophilic Factor (Human) 
concentrates can be considered to be 
effective in controlling bleeding in von 
Willebrand's disease. — 

(6) Most commonly Antihemophilic 
Factor (Human) is used when a patient 
with a known factor VIII deficiency has 
an episode of bleeding or when a 
surgical procedure is to be done. In 
some patients it has been found to be 
advantageous to administer factor VIII 
prophylactically. The rationale for such 
therapy is that certain individuals are 
particularly prone to develop bleeding 
episodes which can be minimized by 
maintaining factor VII at relatively low 
levels. Such therapy is indicated in a 
few individuals that are carefully 
selected on the basis of clinical history. 

b. Evidence of safety. (1) Since pooled 
human plasma is the source material for 
Anti-hemophilic Factor (Human), the 
risk of hepatitis is present. Current 
regulations required that each donor 
must be tested and found nonreactive 
for hepatitis B surface antigen (HDsAg) 
by “third generation” methods. This is a 
relatively new requirement, and its 
effect on the incidence, of associated 
hepatitis associated with the use of 
factor VII is not yet clear. However, at 
the present time it must be considered 
that these materials carry a definite 
hepatitis risk. 

(2) Anti-A and anti-B group antibodies 
are present in Anti-hemophilic Factor 
(Human) prepared from plasma 
containing these antibodies. These 
antibodies do not appear to be 
concentrated along with factor VHI. 
When large amounts of factor VIII 
concentrate are given, these antibodies 
can cause a mild hemolytic response in 
the recipient whose red blood cells have 
the appropriate antigens (Ref. 23). The 
reactions reported to date have not been 
serious, but if this possibility is not 
recognized, the resulting decrease in red 
cell volume may be misinterpreted as 
evidence of bleeding. 

(3) Mild allergic-type reactions have 
been observed following the 
adminstration of Antihemophilic Factor 
(Human), but these reactions are 
uncommon. 
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c. Benefit-risk evaluation. When used 
appropriately to increase the circulating 
factor VIII coagulant level, the risk is 
small compared to the benefits to be 
expected. 

3. Recommendations. a. The licensed 
Antihemophilic Factor (Human)} 
products should be placed in Category I 
since when used appropriately they are 
relatively safe and effective. 

b. Studies should be encouraged 
within the medical community to 
provide a source of AHF which is free of 
the hepatitis agent(s). 

c. Further research is needed to 
determine how to provide information 
about the content of anti-A and anti-B 


‘. antibodies in the final product. Although 


these antibodies are present in trace 
amounts, they may be clinically 
significant when massive doses of the 
product are given to patients. On the 
basis of current information, the labeling 
should indicate this possibility. The 
manufacturers should test each final lot 
of the product to determine the amount 
of anti-A and anti-B antibodies in order 
to detect unexpectedly high levels in 
relation to those established in the 
product license. Upper limits should be 
established if adverse reactions are 
discovered to relate to specific antibody 
levels. 

d. If aluminum hydroxide is used in 
the process, the final product must be 
demonstrated to contain no more than 
0.1 microgram of aluminum per unit of 
antihemophilic factor. 

e. If heparin is used in the process, the 
final product must be demonstrated to 
be free of heparin activity, or the 
amount of heparin activity remaining 
should appear in the labeling. 

f. The labeling should contain 
information about the fibrinogen content 
of the final product, cautions about the 
risks of hepatitis and anti-A and anti-B 
antibody content, and a statement that 
the product is not indicated for the 
treatment of von Willebrand's disease. 

g. The product name should be 
“Antihemophilic Factor”. 
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13. Factor IX Complex (Human) 


Generic Statement 


1. Introduction. Factor IX deficiency 
(Hemophilia B) is a sex-linked 
hereditary coagulation disorder. It is 
approximately % as common as factor 
VIII deficiency (Hemophilia A) (Ref. 25). 
Like factor VIII deficiency, it is a 
heterogenous disorder with several 
variants. In some patients factor IX 
antigen is detected by showing an 
immunological reaction between the 
patients’ plasma and either a 
spontaneously occurring factor IX 
antibody or one prepared in rabbits by 
injecting partially purified factor IX 
concentrates; this is called Hemphilia 
B+. Those disorders in which a true 
deficiency exists, i.e., a factor IX protein 
(active or inactive) cannot be detected, 
are called Hemophilia B—. In a total of 
179 patients studied by six different 
investigators, the incidence of 
Hemophilia B+ has been reported as 
between 8 and 46 percent. Much of this 
wide range of incidence may be due to 
differences in techniques. In addition, 
there are a small numberof patients with 
a variant called Hemophilia Bm. These 
individuals have an abnormal 
prothrombin time (PT) when tested with 
ox brain thromboplastin, suggesting that 
an abnormal protein is formed in these 
patients which interferes with the PT 
determination. Every combination of 
Hemophilia B+ or B— with Bm+ or 
Bm— has been reported. 

Patients with factor IX deficiency can 
be treated with plasma infusions to 
control or prevent their bleeding 
problems. Because of difficulty in 
achieving levels of factor IX greater than 
20 percent by plasma infusions without 
overloading the circulation, techniques 
for concentrating factor IX have been 
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developed. Most of the techniques have 
taken advantage of the absorbant 
qualities of factor IX, as well as the 
other prothrombin complex factors (II, 
VI, X), to materials such as: tricalcium 
phosphate (Ref. 3), barium sulphate (Ref. 
4) DEAE cellulose (Ref. 5), DEAE 
sephadex (Ref. 6) or aluminum 
hydroxide (Ref. 7). Recent modifications 
of the procedures have allowed 
preparation of factor [X concentrates 
from residual citrated plasma obtained 
as a byproduct of routine blood banking. 

There are currently two United States 
licensed producers of factor IX 
concentrates. These preparations also 
contain factors II, VII and X. Some of 
the currently used European products do 
not contain factor VII. Of the American 
Factor IX Complex (Human) products, 
one is marketed under the trade name of 
Proplex™ (Hyland Laboratories) and the 
other as Konyne™ (Cutter Laboratories). 

2. Effectiveness—a. Congenital 
deficiencies of factors Il, VII, IX or X— 
(1) Prophylaxis and treatment of 
bleeding disorders. A general review of 
the clinical uses of factor IX 
concentrates by Menache (Refs. 8 and 9) 
provides data on products similarly 
prepared to those commercially 
available in the United States. These 
studies showed that factor IX , 
concentrates were successfully used to 
treat hemorrhagic episodes or to prevent - 
bleeding with major surgery in patients 
with deficiencies of factors II, VII, IX 
and X. 

b. Patients with inhibitors—{1) Factor 
IX inhibitors. The reported incidence of 
these inhibitors varies widely, from 9 to 
50 percent (Ref. 10). They have been 
found to be IgG antibodies and usually 
do not significantly increase the 
bleeding tendency of the patient. When 
tested in vitro they are found to be much 
more rapidly acting than factor VIH 
inhibitors: If patients with factor 1X 
inhibitors are treated with factor LX- 
containing material, the antibody is 
eventally recalled in high titer. 

(2) Factor VIU inhibitors. Breen and 
Tullis (Ref. 11) noticed shortening of the 
clotting time out of proportion to the - 
elevation of clotting factors in patients 
with vitamin K deficiency who were 
infused with a clotting factor 
concentrate prepared by absorption on 
DEAE éellulose. In order to evaluate this 
post-transfusion hypercoagulability, a 
patient with factor VIL deficiency with 
bleeding was infused with the factor IX 
concentrate. Prompt cessation of the 
bleeding occurred with no change in the 
factor VIII levels. Subsequent reports 
(Refs. 12 through 14) have indicated that 
some factor IX concentrates may be 
able to bypass the inhibitor and provide 





hemostasis. Fishkoff (Ref. 15) has 
confirmed the presence of variable 
quantities of Xa, Xa and thrombin in 
these products and demonstrated that 
they all shorten the activated partial 
thromboplastimtime (PTT) of normal 
plasma. Whether this provides an 
explanation for their beneficial effect 
remains to be determined. 

A recent report by a task force on the 
clinical use of factor [IX concentrates 
(Ref. 16) generally agreed that the IX 
concentrates available at that time may 
have been useful in the treatment of 
factor VIII inhibitors but indicated that a 
multi-institutional study was needed to 
establish their exact role in treatment of 
this problem. 

c. Multiple coagulation factor 
deficiencies—{1) Coumarin overdosage. 
Factor IX concentrates have been used 
successfully in the treatment of 
coumarin overdosage of for reversal of 
anticoagulant therapy in patients prior 
to surgery (Ref. 17). 

(2) Liver disease. Factor IX 
concentrates have been given to large 
numbers of patients to treat the 
hemorrhagic diathesis associated with 
liver disease. The results have not 
always been successful. In some 
patients this may be because of other 
factor deficiencies not corrected with 
factor-IX concentrates such as factor V 
(Ref. 17) or because of the high 
incidence of bleeding due to local 
lesions such as varices or ulcers. 

In addition, two other major concerns 
have arisen about treating patients with 
liver disease with factor IX 
concentrates. These are the high risk of 
post-transfusion hepatitis found after 
giving factor IX concentrates 
superimposed on an already damaged 
liver and a hypercoagulable syndrome 
with thromboembolism first reported in 
1959 (Ref. 18). Because of this latter 
observation one of the two factor IX 
products available in the United States 
also contains added heparin. Some 
authors originally reported no evidence 
of an increased incidence of 
thromboembolism after administration 
of these materials to patients with 
chronic liver disease (Ref. 19 through 
22). However, other studies have shown 
a risk of thrombosis or induction of 
disseminated intravascular coagulation 
(DIC) in patients with liver.disease 
when these materials were used (Refs. 8, 
23, 24, 26 through 28 and 43). Blatt 
described a patient with congenital 
factor X deficiency who developed 
hepatitis following adminstration of 
Konyne™ (Ref. 23). A subsequent 
surgical procedure was required while 
the patient still had-abnormal latex 
fixation tests (LFT’s), and within 2 hours 
of her second dose of this product she 


died with diffuse thromboembolism. 
Cederbaum reported three patients with 
liver disease who developed DIC after 
infusions of Proplex™ (two patients) 
and Konyne™ (one patient) (Ref. 24). 
Hoag described two patients who 
developed evidence of fibrinolysis 
following administration of Konyne™ 
(Ref. 6). Kasper reported an additional 
four patients with chronic liver disease 
who developed DIC following factor IX 
concentrates (Ref. 26). Similar reports 
have come from Europe after the use of 
PPSB (Ref. 8). A factor IX concentrate 
prepared in Great Britain was 
associated with acute liver disease (Ref. 
27). The high risk of DIC and thrombosis 
in these patients may be related either 
to failure of the role that the liver 
normally plays in clearing activated 
products of blood coagulation (Ref. 28) 


‘or, alternatively, some of these patients 


may already have had underlying DIC 
which is exacerbated by this therapy. 

(3) Newborns. Low birth weight 
infants have been shown to have a high 
incidence of intracranial hemorrhage. If 
the thromboplastin generation test on 
the first day of life is less than 10 
percent, the incidence of hemorrhage is 
three times greater than in those infants 
with activities greater than 10 percent 
(Ref. 29). However, in a controlled trial 
where factor [X concentrates were 
administered intraventricular 
hemorrhage was three times greater in 
the treated group (Ref. 30). One study 
has indicated a reduction in 
intercerebral hemorrhage in infants with 
respiratory distress syndome (RDS) who 
required assisted ventilation from 33 
percent to 13 percent when the infants 
were treated with factor IX concentrates 
(Ref. 31). Other studies have shown that 
in newborns with infection, RDS, 
hyaline membrane disease or vitamin K 
deficiency, use of factor IX concentrates 
has produced DIC (Ref. 8). 

(4) Open heart surgery. There are no 
studies which have evaluated the 
efficacy of factor IX concentrates in the 
control of bleeding in open heart surgery 
patients. However, these concentrates 
are being used in this situation as 
documented by a report of a very high 
incidence of hepatitis following open 
heart surgery in a group of patients who 
received Konyne™ (Ref. 32). 

3. Side effects—a. Hepatitis. A high 
incidence of hepatitis has been reported 
following the use of factor 1X 


concentrates with reports ranging from _ 


28 to 70 percent (Ref. 33). Most of the 


patients tested were hepatitis B positive. 


In a report by Sandler in 1973, a lot of 
Konyne™ implicated in three cases of 
hepatitis could not be shown to be 
HBsAg positive by immunodifussion, 
immunoelectrophoresis and 
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immunoelectrosmophoresis (Ref. 34). 
Iwanson’s study (Ref. 33) reported two 
eras of this treatment: (1) 1969-1970 
when patients were treated with 
Konyne™ or a Swedish concentrate and 
the hepatitis incidence was 9/26 or 35 
percent, and (2) since 1971 when an 
additional 26 patients were treated with 
the Swedish concentrate with a hepatitis 
incidence of 2/26, or 8 percent. The 
reported difference may have been 
related to hepatitis testing by 
radioimmunoassay (RIA) of the source 
plasma since 1971. However, a more 
recent study reported in 1977 examined 
samples of Konyne™ and Proplex™ and 
showed that Proplex™ was positive for . 
HBsAG by radioimmunoassay (RIA) and 
immune-electron microscopy (IEM), and 
Konyne™ was found to be positive by 
IEM. These data suggest that even 
though routine screening of each unit of 
plasma by RIA is performed before 
fractionation, this procedure may not be 
sufficient to protect recipients against 
hepatitis transmission by these products 
(Ref. 35). 

b. Thromboembolic events. 
Thromboembolic complications of factor 
IX concentrates have already been 
discussed. In addition, there is 
considerable evidence to show that 
patients who have congenital 
deficiencies of factor [IX without liver 
disease when treated with factor IX 
concentrates have an increased 
incidence of post-operative 
thromkoembolic phenomenon. There are 
also scattered reports of 
thromboembolic problems following 
administration of factor IX concentrate 
without apparent precipitating events. 

In a review article on this subject, 
Kasper (Ref. 26) reported only two factor 
IX deficient patients without liver 
disease or surgery who developed any 
such problems. One had a syncopal 
episode while being treated for a factor 
IX inhibitor, and the other had 
pulmonary emboli on three different 
occasions while being treated for 
muscle-skeletal bleeding. In a recent 
conference on thrombogenicity of factor 
IX concentrates the following data were 
provided, as shown in Table 1 (Ref. 36): 


TABLE 1.—THROMBOGENICITY OF FACTOR IX 
CONCENTRATES 


‘Number of patients with thrombosis/number treated. 
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The factor IX concentrates prepared 
in Europe have been reported to cause 
fewer complications. However, Preston 
(Ref. 37) infused the concentrate . 
prepared in England into stable factor 
IX deficient patients and showed 
significant decreases in factor VIII and 
serum antithrombin III in all five 
patients studies; fibrinogen fell in four, 
and platelet counts decreased in two. 
These changes were transient, and there 
were no detectable clinical sequela. The 
study does suggest that more careful 
monitoring of hemostatic parameters in 
patients receiving these materials might 
show further evidence of 
thrombogenicity. There is one report of 
DIC occurring in a post-operative factor 
IX deficient hemophiliac which was 
successsfully treated with heparin; 
subsequently, DIC did not recur when 
the lot of concentrate was changed (Ref. 
38) Sas (Ref. 39) described studies of the 
concentrate prepared in Scotland and 
showed that all lots of diluted 
concentrates on recalcification 
generated thrombin. Similarly, studies 
by Kingdon (Ref. 40) showed that 
materials prepared by eleven different 
manufacturers varied considerably 
regarding their thrombogenic potential 
as measured in vitro by a PTT assay and 
in vivo in a rabbit venous stasis model. 
The in vitro assay was more sensitive, 
but the in vivo assay may correlate more 
closely with the in vivo experience in 
man. Addition of 5 to 10 units of 
heparin/mL of reconstituted concentrate 
eliminated thrombus formation in the 
experimental animal model. However, a 
soybean trypsin inhibitor which inhibits 
factor Xa and diisopropyl 
fluorophosphate, an inhibitor of | 
thrombin, VII or XIa has no effect. 

Another approach to prevention of 
thrombogenicity by factor IX 
concentrates has been to add heparin in 
the manufacturing process to prevent 
factor activation and then provide for 
heparin removal in latter manufacturing 
steps (Ref. 41). This material was shown 
not to shorten in vitro clotting times. 

4. Benefit/risk evaluation. Because of 
the high risk of hepatitis and 
thromboembolic complications, the use 
of these materials should be restricted to 
situations where the patient cannot be 
appropriately managed with single 
donor plasma. These would include: (1) 
Major surgery in patients with severe 
congenital deficiencies of the clotting 
factors contained in these concentrates, 
(2) life-threatening bleeding in patients 
with factor IX inhibitors, and (3) 
prophylaxis for patients with congenital 
clotting factor deficiencies where the 
value of this treatment must be weighed 
against the risk of hepatitis which is 


especially great in patients who have 
had few prior transfusions (Ref. 42). 
Factor IX concentrates should ordinarily 
not be used to treat bleeding during 
open heart surgery or for prophylactic 
treatment of patients with congenital 
deficiencies of prothrombin complex 
factors who also have liver disease. 

5. Recommendations. Generically, 
Factor IX Complex (Human) should be 
placed in Category I. Specific 
recommendations for each producer 
follow in separate product reviews. 
Other recommendations for further 
research are: 

a. Changes in manufacturing which 
can eliminate production of activated 
coagulation factors and contamination 
with hepatitis virus should be 
investigated. 

b. Quality control technique 
improvements and better in vitro tests 
are needed for use by the manufacturers 
to lead to a material that is as 
nonthrombogenic and free of hepatitis 
as is possible. - 

c. Studies are needed to investigate 
the incidence of hepatitis in recipients 
who have received concentrates 
prepared from plasma pools composed 
of individual units which were HBsAg 
negative by third generation testing. 

d. Studies should be encouraged to 
provide a source of factor [X which is 
free of hepatitis agents. 

e. Further evaluation of the usefulness 
of factor IX concentrates in the - 
treatment of patients with factor VII 
inhibitors is recommended. 

6. Labeling recommendations. a. The 
activity in the final product of any of the 
prothrombin complex factors (II, VI, [X, 
X) for which administration of the 
product is recommended as therapy 
must be included in the labeling. 

b. The quantity of sodium, potassium, 
and anticoagulants in the final product 
must be included in the labeling. 

c. The labeling should include 
prominent warnings about risks of 
hepatitis arid thrombosis. 

d. Indications for use should be 
restricted as discussed in this report. 
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Product Reviews 


1. Product. Factor IX Complex 
(Human) manufactured by Cutter 
Laboratories, Inc., as “Konyne™” is 
supplied as a lypholized powder 
containing 500 units of factor IX per 
bottle. An isotonic solution for 
administration is made by reconstituting 
the powder with 20 mL sterile water 
(USP) supplied by the manufacturer. The 
product is given by intravenous 
administration through a filter. No 
preservatives are used. Other 
ingredients are Factors II, VII, and X in 
amounts roughly proportionate to their 
respective levels in fresh plasma. The 
product should be stored at 2 to 8 1°C. 
For travel purposes, it may be stored for 
up to 1 month at temperatures not to 
exceed 37 °C. 
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In an analysis of the product, Tullis 
(Ref. 1) reports that Konyne™ contains: 


TABLE |.—KONYNE™ Components 


2. Effectiveness—a. Treatment of 
deficiencies of factors II, VII, IX and X 
(congenital and acquired). In studies of 
factor IX deficiency, six patients 
received 62 transfusions with Konyne™ 
with a post-transfusion recovery of 58 
percent of the factor IX infused. Half-life 
of the first component was 4.6 hours and 
of the second 31.5 hours. Equilibration 
between the first and second component 
was 22.1 hours, and the volume of 
distribution was 2.7 times the plasma 
volume (Ref. 2). These distribution and 
turnover rates were the same as those 
found for fresh frozen plasma in three of 
the patients. Increases of factor II in 
these patients ranged from 62 to 299 
percent, factor VII from 53 to 180 
percent, and factor X from 72 to 232 
percent. Factor II returned to control 
levels in 2 to 4 days, factor VII in 12 to 
30 hours, and factor X at 5 days. 

Tullis describes treating 14 patients 
with Konyne™ on 89 occasions and with 
Proplex™ on four occasions with 
clinical benefit in all instances. 
Diagnoses of the treated patients were: 
factor EX deficiency (6 patients), liver 
disease (6 patients), Dicumerol induced 
hypoprothrombinemia (2 patients), and 
factor VIII deficiency (1 patient) (Ref. 1). 

Cutter Laboratories reported results of 
studies of the deficiency states and _ , 
treatments shown in Table II (Ref. 20). 


TABLE Il.— REASONS FOR TREATMENT OF PATIENTS WITH DEFICIENCIES OF FACTORS Il, Vil, IX AND 


In vivo recovery of factors II, VII, and 
X in factor IX deficient patients reported 


by Cutter Laboratories are shown in 
Table III (Ref. 20). 
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TABLE Ill.—IN Vivo RECOVERY OF FACTORS Ii, 
Vil, AND X In FACTOR IX DEFICIENT PATIENTS 


For factor IX deficient patients, 
administration of 2 units of factor IX 
activity/kg body weight resulted in an 
immediate increase of 3 percent (range 
17 to 5.0 percent) in factor IX levels. The 
same dosage resulted in an increase in 
factor VII of 4 percent (range 2.5 to 5.4 
percent). 

In the one factor II deficient patient 
studied, 73 units of factor IX infused/kg 
resulted in an increase from 1.5 percent 
to 185 percent of normal factor II. 

In vivo results of therapy in factor X 
deficiency were found to be somewhat 
variable. To raise the circulating level 
by 1 percent,:0.35 to 3.9 units/kg were 
required (3 studies). 

Other studies summarized in Table IV 
showed increases in in vivo response in 
severely deficient patients (Ref. 20). 


TABLE IV.—IN Vivo RESPONSE IN SEVERELY 
DEFICIENT PATIENTS 


b. Treatment of patients with 
inhibitors—{1) Factor IX. One report has 
described successful dental extractions 
in patients from one family with 
inhibitors of factor IX by using 
Konyne™ to neutralize the inhibitor and 
levate the factor IX level (Ref. 3). 

(2) Factor VII. Abildgaard (Ref. 4) has 
reported the use of Konyne™ in 5 
hemophilia A patients with inhibitors to 
treat 64 bleeding episodes with 130 
infusions. Prompt control of bleeding 
was observed in each instance with 
doses of 15 to 10 units of factor IX/kg. 
No complications were encountered. 

c. Multiple factor deficiency—(1) 
Coumarin overdosage. Konyne™ has 
been used successfully to reverse 
bleeding secondary to coumarin 


overdosage in 13 patients; in 5 patients 
reversal of coumarine effect was 
required before surgery; and 1 patient 


’ was treated for vitamin K deficiency 


before a biopsy procedure (Refs. 1, 5, 6, 
and 7) 


(2) Liver disease. Liver disease has 
been discussed earlier in the Generic 
Statement on Factor IX Complex 
(Human). 

3. Safety analysis. a. In 163 courses of 
treatment in 113 patients, Cutter (Ref. 
20) reports that 22 patients had a 
temperature rise above 99.6° F, 4 
patients had chills, 3 patients had 
allergic reactions (hives and itchy eyes), 
1 patient had nausea, 3 patients with — 
liver disease had fibrinolytic reactions, 
and there were 15 deaths (1 patient with 
thrombosis, 13 in patients with multiple 
coagulation factor deficiencies and 1 
patient with sepsis). 

b. Hepatitis. Kasper reported that 3 of 
10 B hemophiliacs over 4 years old who 
had received fewer than 10 prior 
transfusions of blood products 
developed hepatitis within 6 months of 
the first infusion of Konyne™ (Ref. 10). 
Other hepatitis reaction reports in 
patients treated with Konyne™ are 
summarized in Table V. 


TABLE V.—HEPATITIS IN KONYNE™ Treated 
Patients 


Factor IX deficiency. 

Wartarin overdosage. 

Cardiac surgery (No 
Konyne™ with cardiac 
surgery hepatitis _ inci- 
dence was 1/23). 

Factor IX deficiency. 

Coumarin overdosage. 

Cirrhosis. 


Hellerstein (6) 


Faria (11)....-.0--cseeoee 


Factor IX deficiency. 
Do. 


Ten patients were studied by 
bilirubin, SGOT, and SGPT liver 
function tests following Konyne™ 
administration, Table VI (Ref. 20). In 
three, there were abnormalities noted in 
the liver function tests, two associated 
with clinical hepatitis and one with 
transient enzyme changes without overt 
disease which was considered to be 
subclinical hepatitis. One additional 
patient had clinical hepatitis at the time 
of starting therapy, and this subsided 
during treatment. ‘ 
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c. Thrombosis. Triantaphyllopoulos 
(Ref. 15) initially described intravascular 
generation of thrombin in rabbits given 
Konyne.™ Death occurred in 34 percent 
of the treated animals. Catheter 
injection of the material was lethal in 82 
percent of the animals, while direct 
intravenous injection was associated 
with a 13-percent mortality. These 
differences may be related to further 
contact activation of the Konyne™ by 
the catheter during infusion. Kasper has 
reported that 6 of the 13 factor IX 
deficient patients in the post-operative 
period who were treated with Konyne™ 
developed thromboembolic problems (5 
thrombophebitis and 1 pulmonary 
embolism) (Ref. 16). Steinbert (Ref. 17), 
Edson (Ref. 18), and Marchesi (Ref. 19) 
subsequently reported on three 
individual factor IX deficient patients in 
the post-operative period who 
developed a myocardial infarction 
associated with Konyne™ 
administration, elevation of serum fibrin 

“split products after administration of 
Proplex™ but not after Konyne™, and 
pulmonary embolism with Konyne™ 
administration, respectively. Cutter 
Laboratories’ experience is reported in 
Table VU (Ref. 20). 


TABLE VI.—HEPATITIS B IN RECIPIENTS OF 








TABLE VIIl.—PATIENTS WITH DEFICENCIES OF FACTORS Il, Vil, IX AND X 


‘Includes one possible subclinical case with elevated SGOT, SGPT, and no jaundice. 


d. In addition to the above reactions, 
anaphylaxis has been reported (Refs. 8 
and 9). 

4. Manufacturing analysis. 
Manufacturing data are confidential, but 
a review indicated no reason to question 
the preparation of the product. 

5. Labeling recommendations. a. It is 
recommended that the label should also 
contain: 

(1) The amount of factors, II, VII, and 
X present by analysis if this material is 
recommended for treating these 
deficiencies. 

(2) Thrombosis and hepatitis 
warnings. 

(3) The amounts of sodium and 
potassium in the product in the final 
container. 

b. The package circular should also: 

(1) Give details of dosage and 
frequency of administration for each 
clotting factor deficiency to be treated. 

(2) Include information about how to 
monitor effectiveness of treatment by 

. employing clotting factor assays on the 
recipient's blood. 

(3) Contain indications for use only in 
congenital deficiencies or urgent need 
for the rapid reversal of the effects of 
vitamin K antagonists. 

(4) Include contraindications for use in 
newborns, liver disease, and surgical 
procedures in nondeficient patients, e.g., 
open heart surgery. 

(5) State that after reconstitution, the 
material should be used within at least 4 
hours. 

6. Recommendation. It is 
recommended that the product be 
placed in Category I with the labeling 
recommendations as stated. 
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Product Review 


1. Product. Factor IX Complex 
(Human), (Factors II, VU, [X, and X) or 
Proplex ™ manufactured by Hyland 
Division of Travenol Laboratories is 
supplied as a 30-mL vial containing the 
lyophilized material. It is intended for 
intravenous administration through a 
filter after being reconstituted with 30 
mL of sterile water for injection. Each 
bottle is assayed for factor II and factor 
IX activity or in vivo recoverable units. 
Other ingredients include heparin not to 
exceed one unit per Ml of reconsitituted 
product. No preservatives are used. The 
product should be stored between 2 and 
3°C, 

2. Effectiveness—a. Treatment of 
factor IX deficiency. Eleven patients 
with factor IX deficiency were treated in 
one study with good hemostatic results 
in all (Ref. 1). The concentrates used had 
assay values of 5 units of factor II/mL, 
17 units of factor IX/mL, and 20 units of 
factors VII and X/mL. This represented 
a purification of 30 times, 272 times, and 
320 times, respectively. Protein 
concentration was 4.4 mg/mL. 

Gilchrist (Ref. 2), on the basis of six 
infusions in four patients with factor IX 
deficiency, calculated that a dose of two 
units of factor IX/kg produced 
approximately one percent rise in factor 
IX plasma levels. The recovery values 
ranged from 17.3 to 33.6 percent with a 
residual factor IX activity of 40 to 59 
percent at 24 hours posttransfusion. 
There were no changes in fibrinogen 
concentration of fibrinolytic parameters. 
In these early studies, protamine 
sulphate, 3 mg/vial of administered 
material was usually given to counteract 
the heparin in the concentrate. 

Hyland (Ref. 8) provided data from 5 
investigators on 42 infusions in 14 
patients with factor IX deficiency. All 
patients treated had evidence of 
improvement, and there were no 
untoward reactions. 

Levine (Ref. 3) reported 10 patients 
who used Proplex ™ in a self-therapy 
program. This material was reported to 
be effective in controlling hemorrhagic 
manifestations of spontaneous bleeding. 

b. Treatment of patients with liver 
disease. Four patients with chronic liver 
disease with profuse bleeding from 
varices and/or hemorrhagic gastritis 
were given Proplex ™ infusions. Factor 
II levels were raised to normal with 
control of bleeding within 1 to 2 hours of 
the infusion (Ref. 4). One patient rebled 
and died several hours after completion 
of the infusion with evidence of 
accelerated disseminated intravascular 
coagulation (DIC). Half-life of factor II 
was 18 hours (recovery 80 percent), of 
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factor IX, 14 hours (recovery 42 percent), 
of factor VII and X, 7 hours (recovery 23 
percent). 

Cederbaum (Ref. 5) reported three 
patients with liver disease who 
developed DIC after infusion of 
Proplex ™ (two patients) and Konyne ™ 
(one patient). 

« ¢. Other indications. No data were 
found regarding effectiveness for 
treatment of factor II, VH, or X 
deficiencies, for treatment of patients 
with factor IX or factor VIII inhibitors, 
or for treatment of Coumarin 
overdosage. * 

3. Safety—a. Hepatitis. A single 
reference (Ref. 6) has reported hepatitis 
following Proplex ™ administration in a 
patient with factor X deficiency. (Also 
see the Factor IX (Human) Generic 
Statement.) 

b. Thrombosis. A recent publication ' 
reported a lot of Proplex ™ documented 
to have resulted in thrombosis following 
infusion. On analysis, this material was 
found to contain activated factors [Xa 
and Xa (Ref. 7). {Also see the factor IX 
(Human) Generic Statement regarding . 
the thromboembotic potential of this 
product.) 

4. Recommendations. a. Proplex ™ 
should be placed in category I, safe and 
effective, for the treatment of congenital 
factor IX deficiency. 

b. Proplex ™ should be placed in 
Category IIIA for use in congenital and 
acquired deficiencies of factors II, VII, 
and X. A period of 3 years is 
recommended for the completion of the 
necessary studies to demonstrate 
effectiveness for these indications. 

5. Labeling recommendations. a. It is 
recommended that the label should also 
contain: 

(1) The amount of factors, II, VII, and 
X present by analysis if this material is 
recommended for treating these 
deficiencies. 

(2) Thrombosis and hepatitis 
warnings. 

(3) The amounts of sodium and 
potassium in the product in the final! 
container. 

b. The package circular should also: 

(1) Give details of dosage and 
frequency of administration for each 
clotting factor deficiency to be treated. 

(2) Include information about how to 
monitor effectiveness of treatment by 
employing clotting factor assays on the 
recipient's blood. 

(3) Contain indications for use only in 
congenital deficiencies or urgent need 
for rapid reversal of effects of vitamin K 
antagonists. 

(4) Include contraindications for use in 
newborns, liver disease, and surgical 
procedures in nondeficient patients, e.g., 
open heart surgery. 


- 


(5) State that after reconstitution, the 
material should be used within at least 4 
hours. 
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14. Fibrinogen (Human) 
Generic Statement 


1. Introduction. The end stage of 
coagulation is the conversion of the 
plasma protein fibrinogen to an 
insoluble polymeric gel called fibrin. 
The fibrinogen to fibrin conversion is a 
complex biochemical event catalyzed by 
thrombin, an enzyme generated in later 
stages of blood coagulation. Thrombin 
releases small polypeptides from 
fibrinogen leaving altered fibrinogen 
molecules, known as fibrin monomers, 
free to polymerize into the large fibrin 
units we recognize as blood clots. 
Deficiences or abnormalities of 
fibrinogen, whether hereditary or 
acquired, may lead to inadequate fibrin 
formation, a poor‘or absent blood clot, 
and abnormal bleeding. 

Fibrinogen is synthesized in the liver, 
has a molecular weight of 340,000 plus 
or minus 20,000, and is normally present 
in plasma at a concentration of about 
140-410 mg per dL of plasma (Ref. 1). 
Levels of fibrinogen increase in 
pregnancy, infection, cancer, 
granulomatous disease and many other 
pathological conditions (Ref. 1). 


BEST COPY AVAILABLE 


2. Measurement of fibrinogen. 
Fibrinogen can be measured 
gravimetrically, chemically, 
immunologically, or by approaches that 
utilize turbidity or light scattering (Ref. 
2). 

In some methods thrombin with or 
without calcium is added to plasma to 
generate clottable protein which is then 
measured and reported as fibrinogen 
(Ref. 3). Methods that utilize clot 
formation followed by washing, 
digestion, and chemical analysis of the 
clot are highly specific and accurate. 
Degradation products of fibrinogen and 
fibrin which are not active in the clot- 
forming process are not measured. 
These methods require meticulous 
attention to detail, accurate equipment, 
and take several hours before the 
answer is available, but give.a reliable 
result. Digestion and chemical analysis 
of the clot can be replaced by carefully 
weighing the air-dried clot, but this is 
less accurate (Ref. 4). 

The plasma clotting time after the 
addition of thrombin has been used as a 
repid screening method for 
afibrinogenimia (Ref. 5). More sensitive 
clotting time methods are also available 
and can be used to quantify fibrinogen 
in clinical settings. These have the 
advantage of simplicity and speed, but 
may not be sensitive to small puanens in 
fibrinogen (Ref. 6). 

Several turbidimetric methods are 
available for estimation of fibrinogen. 
These include salting out with 
ammonium sulfate (Ref. 7), sodium 
sulfite (Ref. 8), sodium sulfate (Ref. 9), or 
other chemicals. The methods are rapid 
and simple and in normal persons 
correlated well with more difficult 
methods. They are less reliable when 
the fibrinogen concentration is low or in 
sick persons where interfering 
substances may be present. In such 
cases a “grossly erroneous result"may 
be seen (Ref. 1). The turbidity that 
results when a dilute solution of 
fibrinogen reacts with thrombin can be 
measures easily and accurately to give a 
relatively sensitive, but specific, method 
for fibrinogen (Ref. 10). 

Immunologic methods, usually based 
on the principle of radial 
immunodiffusion, are less accurate, 
detect fibrinogen or fibrin degradation 
products that have no clot-promoting 
activity, and usually require several 
days before an answer is available (Ref. 
11). 

Fibrinogen can be measured 
accurately, but many methods in 
common use are not completely reliable, 
and justification for therapeutic use of 
fibrinogen based on these techniques 
must be critically reviewed. 
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3. Method of preparation, Because 
fibrinogen is the least soluble of plasma 
proteins, it is isolated easily by 
relatively simple techniques. The 
plasma fractionation methods developed 
in World War II by E.J. Cohn and his 
associates allow the separation of 
plasma into multiple components (Ref. 
12). Fraction I, separate at pH 7.2, 
temperature —3 °C with an 8 to.10 
percent final concentration of ethanol, 
contains fibrinegen, factor VII, and 
séveral other proteins (Ref. 12). 
Additional purification of the fibrinogen 
may be done with glycine (Ref. 13), 
ammonium sulfate (Ref. 14), or by other 
approaches. The preparation and 
purification of fibrinogen by these 
methods is relatively straightforward, 
and the assay of the final product can be 
accurately standardized. 

4. Clinical aspects of fibrinogen 
deficiency. Fibrinogen is indicated for 
‘treatment of patients who are bleeding 
and have fibrinogen levels lew enough 
to cause or contribute to the abnormal 
hemorrhage. Fibrinogen may alse be 
used as prophylaxis in patients with 
abnormally lew fibrinogen levels when 
2 major stress to the blood coagulation 
system, e.g., surgery, is anticipated (Ref. 
15). Because the fibrinegen te fibrin 
reaction is but one of a series of 
complex vascular and biochemical 
events leading to normal hemostasis, the 
fibrinogen level alone cannot be used to 
determine appropriate therapy. For the 
same reason, intravenous 
administration of fibrinogen is not, in 
most cases, adequate to reverse the 
hemorrhagic problem. In most cases, 
multiple abnormalities exist and simple 
infusion of fibrinogen will not produce 
normal coagulation. 

The relationship of fibrinogen 
deficiency to abnormal bleeding is 
further confused by the presence, in 
many disease states, of abnormal 
activation of the fibrinolytic system. 
Thus, low fibrinogen may be a reflection 
of increased degradation of adequate 
amounts of fibrinogen; hence, attempts 
to correct the low level without 
simultaneously correcting the cause of 
the increased fibrinolytic activity may 
be deleterious rather than helpful (Ref. 
16). 

A similar dilemma occurs in the case 
of disseminated intravascular 
coagulation (DIC} (Ref. 17). The 
relatively recent konwiedge that the 
hemorrhagic complications of many 
medical, surgical, and obstetrical 
disorders are related to widespread 
intravascular coagulation with 
consumption of coagulation factors, 
including fibrinogen, required that the 
treatmen of these problems be 


reevaluated. Disseminated intravascular 
coagulation can be acute or chronic and 
has been seen in such widely divergent 
states as gram-negative endotoximia, 
antigen-antibody reactions, abruptio 
placenta, ammotic fluid embolism, 
retained dead fetus in utero, hemolytic 
transfusion reaction, extracorporeal 
circulation, trauma, promyelocytic 
leukemia, thrombotic thrombocytepenic 
purpura, fat embolism, and poisonous 
snake bites. The laboratory findings 
vary in degree from patient to patient, 
but in all cases there is evidence of 
decreased levels of some coagulation 
factors, usually V, VUE, and fibrinogen, a 
low platelet count, and evidence of 
inceased fibrinolytic activity with the 
presence of circulating fibrinogen-fibrin 
degradation products. It is evident that 
many of the original theories of 
afibrinogenemia complicating various 
clinical conditions are better explained 
by widespread DIC. In. this: setting the 
previous emphasis on fibrinogen, both 
as an etiologic and therapeutic agent, 
requires reevaluaion (Ref. 17. 

5. Levels. needed for coagulation. 
Because fibrinogen deficiency is 
frequently associated with other 
coagulation abnormalities; it is. difficult 
to assign a critical fibrinogen value 
belew which the risk of abnormal 
bleeding is increased. In one patient 
with hereditary afibrinogenemia, 
bleeding from a cut tongue stopped 
when the level reached 78 mg per dL, 
(Ref. 18). Studies in this patient's plasma 
showed normal clot formation and 
retraction when fibrinogen values were 
as low as 50 mg per dL, although clot 
formation was slow. Other authors, 
usually reporting on. bleeding in 
obstetrical patients, describe “unstable” 
clot formation when levels are in the 
range of 100 mg per dL but give no data 
(Ref. 19). Most review articles suggest 
that patients with plasma fibrinogen 
concentrations below 100'mg per dL 
have increased bleeding, but do not 
provide data to document the statement 
(Ref. 20). 

6. Specific indications—a. Hereditary 
afibrinogenemia. Approximately 60 
patients with hereditary 
afibrinogenemia have been reported, all 
with fibrinogen levels of essentially 
zero. Clinical features include a 
hemorrhagic tendency with bleeding 
after slight trauma. Menses are normal 
and hemarthroses are rare. There is a 


‘ long bleeding time and evidence of 


platelet dysfunction. The abnormalities, 
both laboratory and clinical, are 
corrected by small amounts of 
fibrinogen (Ref. 18). 

b. Hereditary hypofibrinogenemia. 
Approximately 25 patients with a 
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disorder marked by mederate reductions 
in fibrinogen level, with or without a 
mild hemorrhagic tendency, have beem 
reported. These patients have not been 
well classified and at least one; on 
careful reinvestigation, has been shown. 
to have hereditary dysfibrinogenemia 
(see next paragraph) rather than 
hypefibrinogenemia. There. are no data 
to substantiate the need for, or efficacy 
of, fibrinogen in this condition (Ref. 22). 

c. Hereditary dysfibrinogenemia. 
Since the first report, in 1958, of 


. congenital abnormality marked by the 


production of defective fibrinogen at 
least 10 different varieties of hereditary 
dysfibrinogenemia have been reported. 
Some are associated with a bleeding: 
disorder, and in at least three families 
recurrent thromboembolism has been a 
problem. The role of fibrinogen therapy 
is not defined (Ref. 21). 

d. Disseminated intravascular 
coagulation. Widespread intravascular 
coagulation with consumption of 
circulating coagulation factors, 
utilization of platelets, and activation of 
the fibrinolytic mechanism has been 
established as the etiologic process for 
the coagulation abnormality seen in a 
whole host of different clinical 
conditions (Refs. 22 and 23). Included’ 
among these are the serious. coagulation 
abnormalities that accompany the 
obstetric complications of abruptio 
placenta, amniotic fluid embolism, 
retained dead fetus in utero, and 
induced abortion (Refs. 24, 25 and 26). 
The bleeding state in gram-negative 
septicemia, as well as that seen with 
many medical and surgical 
complications, is, in most cases, a 
manifestation of DIC (Ref. 27). Thus, 
nearly all hemorrhagic situations 
previously diagnosed and treated as 
acquired afibrinogenemia are now 
treated for consumption coagulapathy 
rather than by attempting to reconstitute 
the plasma level of fibrinogen with i.v. 
administration of concentrated 
fibrinogen. In general, the therapy of 
DIC is directed at the underlying 
pathologic problem rather than at 
attempts to replace deficient coagulation 
factors (Refs. 24, 25, 26, and 28). When 
the process is. difficult or impossible to 
control, such as in metastatic cancer, 
heparin has been used. (Refs. 29, 30, 31, 
and 32). The appropriate and judicious 
selection of anticoagulation (heparin), 
coagulation factor replacement, or 
therapy with fibrinolytic agents is a 
clinical decision of great difficulty. It is 
clear, however, that fibrinogen 
replacement is less important than had 
been previously believed, and that most 
patients. do not need the infusion of 
fibrinogen concentrate. 
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(1) Abruptio placenta. The most 
frequent cause of severe bleeding during 
pregnancy is premature separation of 
the normally implanted placenta (Refs. 
25, 26 and 33). The mechanism for the 
DIC is probably related to the 
destruction of the normal! placental 
implantation with subsequent entry of 
decidual fragments, serum, and - 
activated coagulation factors into the 
maternal circulation. Appropriate 
therapy includes prompt emptying of the 
uterus, treatment of shock, and blood 
transfusion (Ref. 24). Most patients do- 
not require specific clotting factor 
replacement, and heparin, if indicated, is 
needed infrequently (Ref. 29). In those 

- few cases. where fibrinogen replacement 
is required, a dose of 4 g (Refs. 24 and 
26) has been advised. 

(2) Intrauterine fetal death with 
prolonged retention of dead fetus. In 
these cases these is slow continued 
absorption of thromboplastic materials 
from the retained dead fetus leading to 
chronic activation of the coagulation 
system in vivo. This produces a mild 
chronic DIC usually requiring about 5 
weeks for full development. Appropriate 
therapy includes frequent monitoring by 
coagulation tests, including fibrinogen, 
along with prompt evacuation of the 
uterine contents as soon as significant 
abnormalities become evident. 
Intravenous administration of fibrinogen 
is rarely, if ever, required (Refs. 24 and 
26). 

(3) Amniotic fluid embolism. The 
entrance of amniotic fluid into the 
maternal circulation, usually about the 
time of delivery, can produce a‘sudden 
and catastrophic event marked by 
respiratory distress, cyanosis, shock, 
and acute DIC. In most cases the onset 
is sudden and death occurs within 
minutes. At times the shock develops 
more slowly, and widespread bleeding 
is noted before death (Refs. 25 and 26). 
Since amniotic fluid is rich in 
thromboplastic materials, the 
development of widespread 
consumption coagulopathy is not 
surprising (Ref. 26). These patients 
require immediate and massive 
treatment for shock, transfusion to 
replace blood loss, and fibrinogen 
replacement (Refs. 25 and 26). Four 
grams of fibrinogen have been 
recommended (Ref. 24). 

(4) Miscellaneous conditions. Massive 
trauma, burns, incompatible 
transfusions, septicemia (particularly 
with gram-negative organisms), 
promyelocytic leukemia, carcinoma, 
hepatitis, virus infections and, indeed, 
almost any serious medical or surgical 
illness may, at times, be associated with 
DIC. Therapy in these cases varies, but 


the use of intravenous fibrinogen is not 
a major therapeutic modality (Refs. 17 
and 34). 

7. Risks and complications. 
Fibrinogen is prepared from the plasma 
of large numbers of donors. Because of 
this and because fibrinogen will not 
tolerate the 10 hours of heating at 60° C 
used to inactivate the hepatitis virus in 
other blood fractions, fibrinogen 
administration has been associated with 
a significant risk of transmitting viral 
hepatitis (Ref. 35). The actual current 
risk is, however, almost impossible to 
evaluate since: 

a. Most studies do not have a careful 
followup of recipients. 

b. In almost all cases, recipients of 
fibrinogen have also received other 
blood products. 

c. There are no reports of the hepatitis 
incidence after fibrinogen prepared from 
donor plasma that is negative when 
tested for HBsAg by third generation 
methods. Since this is now a 
manufacturing requirement, reports from 
the 1950's and 1960's may not reflect the 
current risk. 

Bearing these limitations in mind, the 
reported incidence of postfibrinogen 
hepatitis has ranged from 1.7 percent to 
55 percent. The two most recent reports 
(Refs. 36 and 37), both from Michigan, 
give divergent hepatitis rates and also 
illustrate the difficulty of evaluating the 
published data. In one study (Ref. 36), 
the manufacturer received reports on 
649 patients who had received an 
average of 2.2 units of Fibrinogen 
(Human) per patient. Of these, 452 were 
followed for 6 months. One case of 
hepatitis (1.7 percent incidence) was 
reported in the 50 recipients who 
received Fibrinogen (Human) alone, 
while 34 cases (8.6 percent incidence) 
were reported in the 394 patients who 
had also received an average of 7.0 units 
of whole blood. All the plasma from 
which the Fibrinogen (Human) had been 
prepared was from volunteer donors, 
but had not been tested for HBsAg. In 
addition, there was no effort to follow 
recipients, hence the reported incidence 
must be considered as the absolute 
minimum. A second study (Ref. 37), also 
from Michigan, where’recipients were 
“followed at close intervals by careful 
physical examinations and laboratory 
tests,” reported the incidence of 
hepatitis to be 55.5-percent in the 9 
patients who received Fibrinogen 
(Human) and survived longer than 7 
days. Unfortunately, the fibrinogen was 
partly from commercial donors and 
partly from volunteers. In addition, of 
course, the data were collected before 
HBsAg testing was required. 
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There are no data about the hepatitis 
risk from Fibrinogen (Human) prepared 
from HBsAg negative donors, but it is 
known that such donors may transmit 
hepaiitis and that with current 
processing methods HBsAg is found in 
fibrinogen fraction (Refs. 38, 39 and 40). 
Thus it is probable, but not proven, that 
large plasma pools, even though 
prepared from HBsAg negative starting 
materials, will be infectious. There are 
no data for Fibrinogen (Human), but 
other fractions, such as Antihemophilic 
Factor (Human) and Factor [IX Complex 
(Human), have been more widely used 
and studied. Since pool sizes and 


' general processing methods are similar 


for all of these unheated fractions, it is 
reasonable to assume that the risk of - 
hepatitis transmission is also similar 
and that risk is from 36 to 75 percent in 
recipients who have had little or no 
other contact with blood products (Refs. 
41 through 45). Again, these data were 
collected before the requirement for 
HBsAg testing on each donor unit of 
starting material. This fact 
notwithstanding, the high hepatitis risk 
of pooled unheated material is evident. 
Elimination of HBsAg-positive donors 
will lower, but not eliminate, this risk, 
and lacking more current data the 
wisest course is to accept previous 
estimates of the hepatitis risk for 
fibrindgen of about 25 percent. 

At least one death has been ascribed 
to diffuse intravascular thrombosis after 
fibrinogen administration in a surgical 
patient (Ref. 46), and several cases of 
severe pulmonary embolism have been 
seen (Refs. 47 and 48). 

Coomb'’s positive hemolytic anemia, 
probably related to the presence of anti- 
A and anti-B antibodies in the product, 
has been seen after large doses of 
fibrinogen (Ref. 49). This complication 
has been reported only in patients with 
hemophilia who were treated with large 
doses of fibrinogen rich in Factor VIII. 
Although fibrinogen is no longer 
considered appropriate therapy for 
hemophilia, similar doses of fibrinogen 
administered for other indications could 
have the same effect. 

Various side effects including 
hypotension, tachycardia, nausea, 
vomiting, paresthesias, urticaria, fever, 
chills, and headache have been noted 
occasionally but are difficult to evaluate 
since, in each case, the product was 
being administered to an extremely sick 
patient who had multiple complicating 
factors (Refs. 50 through 52). 

8. Other sources of fibrinogen. 
Fibrinogen (Human) is a licensed 
product currently recommended for te 
indications stated above. Fibrinogen 
replacement, however, can be 





accomplished with other blood 
components or fractions. 
Cryoprecipitated Antihemophilic Factor 
(Human), (cryoprecipitate), while 
usually prepared as a source of Factor 
VIII for the treatment of hemophilia, is 
also an excellent source of fibrinogen, 
since each bag of cryoprecipitate 
contains. approximately 250 mg of 
fibrinogen (Refs. 53 and 54). 
Cryoprecipitate has been-used in 
patients who were candidates for 
fibrinogen replacement (Refs. 55 and 56). 
The hepatitis risk is unknown, but is 
probably equal to or less than that 
associated with whole blood transfusion 
(Ref. 57). 

9. Recommendations. Recent evidence 
including a multitude of well 
documented studies, has established 
disseminated intravascular coagulation 
as the major, or perhaps the only, 
etiological factor in the development of 
acquired hypofibrinogenemia. As such, 
therapy is appropriately directed at the 
underlying disease. Heparin is 
sometimes used, and fibrinogen 
replacement is almost always 
unnecessary. In those few patients with 
acquired hypofibrinogenemia or in the 
rare patient with hereditary a-, hypo-, or 
dysfibrinogenemia, cryoprecipitate is an 
adequate source of fibrinogen 
replacement. 

The hepatitis risk of cryoprecipitate 
relative to Fibrinogen (Human) is 
unknown and, because of the relative 
infrequency of patients who require 
fibrinogen replacement, is not amenable 
to appropriate study. Thus, there are not 
and will not be, scientifically sound data 
from which to decide about the risk of 
hepatitis from Fibrinogen (Human). 
Traditionally the hepatitis risk from 
pooled products that cannot be heat 
treated is high. The exclusive use of 
HBsAg negative donors reduces, but 
does not eliminate, this risk. It is well 
known that even small amounts of virus 
can contaminate large pools and that the 
risk of infection increases as pool size 
increases. Thus, it seems logical to 
restrict therapy to components, 
fractions, and derivatives that supply 
the required factor with the lowest 
possible risk of exposure to potentially 
infectious materials. In the case of 
fibrinogen deficiency, the desired 
treatment can be achieved with 
cryoprecipitate. Even the most generous 
dosage schedules will expose the patient 
to relatively few donors. The 
substitution of cryoprecipitate, Single 
Donor Plasma (Human), or Single Donor 
Plasma (Human) Fresh Frozen for 
Fibrinogen (Human) in those few cases 
where fibrinogen is indicated will 
decrease donor exposure and should 


diminish hepatitis risk. Lacking 
definitive data about relative risks from 
cryoprecipitate and fibrinogen, the Panel 
recommends that cryoprecipitate be . 
used as a source of fibrinogen. in the few 
clinical situations when. such therapy is 
indicated. The Panel. recommends. that 
Fibrinogen (Human) as presently 
prepared be placed in Category IL. 

The recommendations of the Panel 
were forwarded to the Commissioner of 
Food and Drugs following, the January 
14-15, 1977 meeting of the Panel, and all 
licenses for Fibrinogen (Human) were 
subsequently revoked as of December 7, 
1977, as reported in the Federal Register 
of January 6, 1978 (43 FR 1131). 
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15. Fibrinolysin (Human) 
Generic Statement 


The coagulation system.is complex. 
and rigidly modulated. The “other side” 
of this system, the clot-lysing system, is 
apparently nearly as complex and as 
rigidly controlled, but is less well 
understood. Clinically, it is not less 
important. The ability to manipulate this 
system with certain agents is of 
potential therapeutic significance. 
References 1 through 3 support the basic 
discussion of the fibrinolytic system. 

Plasminogen is a protein normally 
found in plasma. It is a single-chain beta 
globulin and can be purified from Cohn 
Fraction II. Its normal concentration is 
200 micrograms/mL. Lower levels are 
found in infants and patients with 
cirrhosis. Higher levels are found in 
patients with infection, malignancies, or 
after injury. Two general forms have 
been identified, one with glutmatic acid 
in the N-terminal position (Glu- 
plasminogen) and one with lysine (Lys- 
plasminogen). The Glu form is slightly 
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larger and is probably the natural 
circulating form. The Lys form, 
molecular weight 82,000-83,000, is 
probably a partially digested form. It 
has a shorter half-life after infusion into 
man (0.8 vs. 2-2. 5 days), and is more © 
quickly activated and is more readily 
adsorbed to fibrin. This latter property 
may have therapeutic implications (Ref. 
4). Plasminogen is rapidly synthesized, 
with plasma levels rising from none to 
normal within 12 to 24 hours after it has 
been depleted by infusion of an 
activator. 

Plasminogen as it circulates is 
inactive. When it reacts with 
plasminogen activator, it is converted to 
plasmin, which lyses fibrin clots. 

Plasminogen activators or precursors 
of activators are found in blood, many 
tissues (not liver), urine, saliva, and 
semen. There are high concentrations in 
vascular endotheliuni, more in veins 
than in arteries. The concentrations of 
activators in blood increase rapidly 
after vigorous exercise, emotional stress, 
injury, adrenergic stimulation, and 
following venous occulusion or ischemia 
of tissue or the infusion of various 
substances. The vascular endothelium 
may be the site of release of 
plasminogen activator into the 
circulation in response to many of these 
stimuli. Activated Factor XII promotes 
the formation of a plasminogen activator 
that may be different from the above. 
After injury or operation, the early rise 
in the levels of plasminogen activators 
in the blood is followed by at least 
several days of lower-than-normal 
levels. 

The best-characterized plasminogen 
activator is urokinase. It is found in 
normal human urine and probably 
produced by renal parenchymal cells. 
Urokinase is a single chain beta globulin 
of molecular weight 54,000. It is not 
antigenic to humans. Many bacteria 
produce plasminogen activators, the 
best known of which is streptokinase. It 
is produced by beta-hemolytic 
Streptococci and is a protein with the 
mobility an a/pha-2-globulin, and a 
molecular weight of 47,000. It is strongly 
antigenic in man. 

When plasminogen and a 
plasminogen activator interact, plasmin 
is produced. The best defined reaction 
of this type is with urokinase. The 
product, plasmin, which forms has one 
heavy and one light chain linked by a 
single disulfide bridge. The light chain is 
the site of plasmin enzymatic activity. 
With streptokinase the reaction is less 
well understood, but a double-chain 
plasmin molecule is also formed. 
Streptokinase alone has no proteolytic 
activity. It combines with both 
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plasminogen and plasmin and undergoes 
structural rearrangements. The resulting 
complex acts as the “activator,” and the 
streptokinase is partially fragmented in 
the process. 

Plasmin is a serine protease, like 
many other enzymes formed from 
precursors. Like most such enzymes, it is 
fairly nonspecific and can digest a wide 
variety of substrates. In the coagulation 
system these include fibrin, fibrinogen, 
Factors II,.V, VII, and possibly VU. It 
also activates Factor XII and thereby 
can activate the coagulation,- 
complement, and kinin systems (Ref. 35). 

Such a powerful and nonspecific 
system must have a number of control 
mechanisms. Some of these have been 
identified. There are inhibitors to both 
plasmin and plasminogen activators. 
The anti-activators are found normally 
in the circulation, are probably a/pha-2- 
globulins of molecular weight 75,000- 
80,000, and are fairly nonspecific (Ref. 
37). Antibodies to streptokinase are 
specific anti-activators. These 
effectively neutralize infused 
streptokinase. They are found in almost 
all normal humans as the results of prior 
exposure ot streptococcal organisms. 
The level in the circulation varies 
widely, and will rise sharply in response 
to exposure to streptokinase through 
infection or infusion. 

There are a rather large number of 
anti-plasmins. A fast-reacting inhibitor, 
highly specific for plasmin, may be the 
most important (Ref. 36). A/pha-2- 
macroglobulins are thought to be the 
principal secondary forms; they react 
rapidly but reversibly with plasmin in 
the circulation. Alpha-1-antitrypsin is 
also an anti-plasmin that reacts slowly 
but irreversibly. Other, perhaps less 
important, anti-plasmins are the anti- . 
thrombin III-heparin complex, C 1 
inactivator, inter-a/pha-trypsin inhibitor, 
an inhibitor found in platelets, and 
inhibitors in granulocytes, arterial walls, 
and the placenta. The liver seems to be 
an important site of production of some 
anti-plasmins, and is also a site of 
inactivation of circulating activators. 
Patients with impaired hepatic function 
seem more prone to develop “out of 
control” fibrinolytic responses to 
various stimuli. 

The products of the interaction of 
plasmin with both fibrinogen and fibrin 
can interfere with fibrin polymerization 
and can interfere with platelet function 
and therefore promote the development 
of clinical bleeding disorders (Ref. 1). 
Again the liver, or at least the 
reticuloendothelial system, seems to be 
an important site of clearance of fibrin 
or fibrinogen fragments from the 
circulation. 


It is still not clear how the activity of 
plasmin, once formed, is limited to the 
area of need. There are a number of 
theories or hypotheses, but no real 
proof. The most widely accepted theory 
holds that plasminogen is adsorbed to 
fibrin. Plasminogen activator diffuses 
from the circulation into the clot, where 
plasmin, inhibitors are absent (Ref. 5). 
An alternate theory holds that plasmin- 
anti-plasim dissociates when in contact 
with fibrin and the plasmin becomes 
more tightly bound to the fibrin (Ref. 6). 
Another proposal suggests that 
plasminogen activators are selectively 
bound to fibrin (Ref. 7). In the 
background is preliminary evidence that 
fibrinolysis, not mediated by plasmin, 
may be clinically important. 

There are marked differences among 
animal species in the activation and 
function of the plasminogen-plasmin 
system. Many laboratory animals 
respond to streptokinase with little or no 
activation of plasminogen. Man 
responds consistently by activating 
plasminogen when the proper dose is 
used. This has made evaluation of these 
agents, especially those containing’ 
streptokinase, almost impossible in 
controlled laboratory experiments and 
has required careful clinical study in 
man. 


Product Review 


1. Description. The Merck Sharp and 
Dohme Fibrinolysin (Human) 
“Thrombolysin™” product consists of a 
mixture of streptokinase (SK) and 
human plasminogen. Plasminogen is 
prepared from Cohn's Fraction III of 
human plasma. SK is prepared from the 
supernatant of cultures of streptococcus 
organisms. SK is added to the 
plasminogen, producing a mixture of SK, 
SK-plasminogen, SK-plasmin, plasmin, 
and other reaction products. It is not 
known if the plasmin is in the glutamic 
acid or lysine form. One vial of the 
substance containing “50,000 fibrinolytic 
units,” contains about 40 units of 
plasmin and 20,000 units of SK. The 
manufacturer's “fibrinolytic units” relate 
to the ability of the active product to 
lyse a standard fibrin clot under certain 
conditions and in a specified period of 
time. The more commonly used units of 
measurement are determined by the: 
ability of the active enzyme to hydrolyze 
casein (proteolytic activity) and the 
ability to convert additional 
plasminogen to plasmin as measured by 
resulting hydrolysis of casein (activator 
units). This review will refer to the latter 
two methods of measurement. 

No known method of measurement 
relates simply and directly to human in 
vivo effects of this product. Most normal 
individuals have about five plasmin- 
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inhibitory units per mL of plasma, or 
about 10,000 to 20,000 total circulating 
plasmin-inhibitory units. This obviously 
is vastly greater than the amount of 
plasmin usually infused with this 
product. Some investigators claim that 
the entire effect of this material is due to 
the in vivo activation of the recipient's 
plasminogen to plasmin by the 
streptokinase component, and that the 
preformed plasmin of the product is 
inconsequential. Most available 
evidence favors such an interpretation. 
There is a countervailing hypothesis that 
the inhibitor-plasmin complex formed 
almost immediately after infusion 
remains circulating for a time and is 
readily reversible. Fibrin forms a 
stronger bond with plasmin and is 
irreversible. Therefore, plasmin 
inactivated by inhibitor remains largely 
available by dissociation and active in 
in vivo fibrinolysis. There is little direct 
evidence to support this hypothesis; its 
main proponent has claimed therapeutic 
success with an SK-plasmin preparation 
from which the activator “had been 
removed” in a study involving five 
patients but without adequate controls 
(Ref. 8). 

Normal individuals have about 3.8 
plasminogen units per mL of plasma, so 
that the amount of activator (SK) 
infused with this product is potentially 
significant in activating the recipient's 
own plasminogen. Essentially all 
patients, however, have detectable 
levels of antistreptokinase, varying from 
10,000 to 6 million circulating anti-SK 
units. Thus, even apart from the effects 
of plasmin inhibitors, there will be a 
wide range of effects from infusion of 
the SK of this product into a randomly 
selected population because of varying 
inactivation of this most important 
therapeutic component. Various 
investigators have proposed measuring 
anti-SK levels on all recipients and 
adjusting dosage accordingly, or 
titrating the dose to achieve a 
predetermined effect on asuitable 
laboratory test, such as prothrombin 
time, fibrinogen level, plasma 
recalcification time, or other tests, or 
both. Certainly, one of the major 
problems in evaluating the reported 
clinical experience is the lack of 
evidence that a physiologic effect upon 


_the plasmin system was obtained in all 


patients with the dose used. Very few of 
the available studies contain 
satisfactory data in this regard. 

The commercial product is supplied in 
dried form and must be mixed just 
before use. It should be kept cool during 
administration. At 4 °C loss of activity 
rarely exceeds 10 percent in 8 hours, but 
at room temperature, activity has been 
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reported as rapidly lost (up to 25 percent 
in 15 minutes) in freshly reconstituted 
products. The manufacturer adds a 
stabilizer and states that, when 
reconstituted, the product loses 10 
percent of its activity in 2 hours and 25 
percent in 4 hours at room temperature. 
It is not clear from clinical studies 
whether proper precautions were taken 
to guard against loss of activity. 

2. Safety. The most recent reports of 
clinical use indicate a much lower 
incidence of febrile reactions than were 
common when the material was first 
marketed. This is now a fairly minor 
problem despite the known pre- 
immunization of almost every potential 
recipient to SK. This seems to have 
followed improvements in the 
purification of SK. 

Anaphylaxis has been rare. The only 
reactions reported occurred following 
repeated parenteral administration of 
SK (Ref. 8). It is clear that careful 
consideration must be given before the 
repeated parenteral administration of a 
product containing SK. The need should 
be great, the circulating levels of anti-SK 
probably should be measured and an 
attempt be made to eliminate or lower 
the level of circulating antibody by 
administration of graded doses of SK 
before attempting a full therapeutic 
plasminogen-activating exposure. 

Four instances of hepatitis were 
reported in a single series of patients 
early in the use of this product (Ref. 9). 
There have been no reported instances 
in the past 15 years. The product is 
heated at 60 °C for ten hours before 
release. 

Hemorrhagic complications have been 
variously reported (Refs. 8 through 13). 
In general, the development of 
hemorrhage seems to parallel the 
induction of an active fibrinolytic state 
as detected by various laboratory tests; 
it occurs most easily at sites of recent 
injury, including venapuncture, and 
seems more common when , 
anticoagulant drugs are used 

_simultaneously (Refs. 6 and 12). 

There is no generally agreed-upon 
method for monitoring the effects. of this 
product on the recipient's coagulation 
system. Direct measurement of the 
components and activities of the 
plasminogen-plasmin system is 
technically demanding and is not 
routinely available. The “indirect’; 
effects of the material have led various 
investigators to propose serially 
measuring bleeding time, whole blood- 
clotting time, thrombinclotting time, 
prothrombin time, fibrinogen 
concentration, thromboplastin 
generation, and plasma recalcification 
time among others. Fibrinogen 
concentration and one-stage 


prothrombin times seem the most 
consistently affected. Lengthening of the 
thrombin time or the prothrombin time 
seems to provide indirect evidence of 
the desired therapeutic effect at a state 
before severe effects which may result 
in bleeding are produced. Serious 
bleeding has followed the unintended 
induction of significant 
hypofibrinogenimia and digestion of 
other coagulation factors by plasmin 
with marked prolongation of the one- 
stage prothrombin time. Such patients 
have exhibited extensive activation of 
the plasminogin-plasminogen-plasmin 
system. 

Other reported side effects include 
nausea, vomiting, abdominal pain, and, 
rarely, skin reactions or hypotension. 

3. Effectiveness. The ability to 
dissolve clots intravascularly seems to 
vary with the age of the clot (easier 
when fresh), the circulating levels of 
fibrinogen and lipids (higher levels seem 
to impair efficacy) the status of 
inhibitors and anti-SK antibodies, 
hepatic function, perhaps the 
composition of the clot, and certainly 
the underlying condition(s) causing the 
intravascular thrombosis (Refs. 1 


_ through 3 and 8). The benefit or harm to 


the patient from lysing an arterial clot, if 
such occurs, depends on the reversibility 
of tissue damage beyond the area of 
occlusion and the chances for harmful 
hemorrhage in the reperfused area. With 
venous clots, there is the theoretical 
danger of increasing the chances of 
pulmonary embolization by partially 
dissolving and “freeing up” thrombi. 
This seems not to occur. 

The greatest problem in evaluating 
efficacy is the lack of properly 
controlled clinical trials, and the 
minimal value of studies on laboratory 
animals treated with this product. In 
addition, details of dosage and of 
handling the material and 
documentation of an effect on the 
proteolytic system are often lacking, as 
is angiographic evidence of the presence 
of thrombi before treatment and the 
dissolution of thrombi during treatment. 
The result is overall poor documentation 
of claimed benefits. Further, this product 
should be considered with closely 
related products, SK alone and 
urokinase from the point of view of 
safety and effectiveness. 

4. Specific clinical uses—a. Arterial 
thrombosis and embolization. There 
were many reports of the use of this 
product alone or in conjunction with 
surgical intervention in the treatment of 
arterial thrombosis and embolization, 
mostly in the early 1960's (Refs. 14 
through 17). By current standards, none 
of these studies were properly 
controlled. Often, there are underlying 
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mechanical problems when an arterial 
thrombus develops, and the reports 
available are rather anecdotal and 
unconvincing. It is unlikely that surgery 
can be avoided by the use of this 
material, and there is no evidence that 
the outcome is improved. Techniques of 
vascular surgery such as better 
angiography, noinvasive flow 
measurements, better suture material, 
balloon catheterization, and extraction 
of clots have improved significantly 
since the earlier clinical studies and 
supplemental fibrinolysin now seems to 
be used rarely. | 

There is one important possible 
exception. Recent reports on the use of 
SK locally in structures used for 
vascular access for hemodialysis 
(shunts, fistulas, heterografts) have been 
impressive in that a number of patients 
who would otherwise have required 
surgical revision were carried for 
months after clotting of the devices had 
occurred and other usual means of 
restoring flow had failed. This is a small 
but important group of patients because 
these devices are literally life sustaining. 
Much of the time, thrombosis signifies 
an underlying mechanical problem 
which must be corrected. Some of the 
time local fibrinolysis seems to be 
effective. Since the material is used 
locally, systemic effects are minimal, 
making the technique even more 
attractive. Better-controlled studies are 
needed to indicate the proportion of 
such patients that can indeed be helped 
by this approach, but the reported 
experience to date is encouraging. 

b. Myocardial infarction. The 
theoretical problems encountered when 
evaluating the effect of fibrinolysis ir 
myocardial infarction are the 
uncertainty about how many myocardial 
infarctions are due to fibrin clots in the 
coronary arteries, and the problems of 
attaining reperfusion after infarction has 
occurred. The practical problems are 
those of establishing proper controls and 
demonstrating the presence of clots 
before treatment and their absence after 
treatment. Many reported studies are 
too small to draw conclusions or are 
uncontrolled. One very small study 
claimed less rise in SGOT in seven 
treated patients versus five controls 
(Ref. 18). Another claimed faster 
restoration toward normal of EKG 
abnormalities in 15 treated versus 40 
historical “controls” (Ref. 19). Another 
series of papers dealing with a 
continuing series of patients claimed 
lower mortality in treated versus 
untreated patients, but the series was 
only partially controlled, and if the 
seemingly early uncontrolled group is 
removed, the differences disappear (Ref. 
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20). Three sizeable controlled studies 
with a total of 178 treated patients 
versus 182 control patients showed no 
differences in mortality (Refs. 9, 12 and 
17). 

c. Cerebrovascular accidents. Use of 
Fibrinolysis in ischemic strokes has not 
been shown to be beneficial in the best 
reported study to date (Ref. 21). This 
was a prospective double-blind study 
without angiography involving 20 
treated patients and 20 control patients. 
In other smaller uncontrolled series the 
authors speculated as to benefit, but 
unconvincingly. The brain is one area 
where restoring blood flow rapidly to 
irreversibly damaged tissue undergoing 
necrosis conceivably could do more 
harm than good. 

d. Deep venous thrombosis. This is 
one of the most troublesome therapeutic 
problems to evaluate. The recent 
resurgence of interest and investigation 
in this disease has clearly shown the 
inadequacy of relying on clinical criteria 
for either diagnosing the presence of 
clots or of detecting their dissolution. 
None of the early studies were properly 
documented by venography by modern 
standards, and very few were properly 
controlled even for clinical signs and 
symptoms (Refs. 8, 10, 11 and 17). Some 
compared such nebulous criteria as 
pain, disability, and duration of hospital 
stay with historical controls. In one of 
the few studies using simultaneous 
controls and three treatment groups, 
fibrinolysin, heparin, and rest and 
elevation only, the group treated with 
heparin seemed to fare better than the 
other two, which were indistinguishable 
from each other (Ref. 22). There was no 
angiographic documentation, and * 
“superficial” phlebitis was included as 
were patients with underlying 
malignancy; this study is thus of 
doubtful merit. A more recent study 
indicated earlier lysis of deep venous 
clots.with the infusion of SK and: 
plasminogen separately (Ref. 4). This is 
not the same material as 
Thrombolysin™, but it-is close. 

The other problem with evaluating the 
treatment of deep vein thrombosis is in 
the selection of the criteria of success. 
Most pulmonary emboli result from 
clinically inapparent clots. The real 
problem with deep vein thrombosis is in 
the late sequelae. No study of 
fibrinolysis has adequately addressed 
this problem. The experience with 
ileofemoral thrombectomy indicates that 
early apparent benefit can disappear 
when late sequelae are evaluated at 5 to 
10 years following the event (Ref. 23). 
Proof of efficacy in this disease will 
require a controlled study with 
angiographic documentation, and 


prolonged followup with double-blind 
evaluation of late sequelae. 

e. Pulmonary embolism. The recent 
controlled trials with various fibrinolytic 
agents show that large pulmonary 
emboli can be lysed more rapidly when 
such agents are used (Refs. 24 and 25). 
Spontaneous lysis occurs at a significant 
rate also, so use of such agents should 
probably be limited to special 
circumstances, such as persisting 
hemodynamic changes or repeated 
embolization. One of the largest groups 
in which such criteria are likely to apply 
are patients soon after accidental or 
operative injury. This is the group in 
which the risks of significant 
hemorrhage are quite high following 
induced fibrinolysis. A better definition 
of benefit and risk is needed in such a 
group of patients before reliable 
conclusions can be drawn. For those 
patients without contraindications, use 
of lytic agents in the above 
circumstances seems warranted. These 
comments are based on the assumption 
that Thrombolysin™ is functionally 
similar to streptokinase, which was 
studied in some of these trials. 
Thrombolysin™ was not itself evaluated 
in these studies. Reports of the 
treatment of pulmonary emboli with 
Fibrinolysis (Human) are seriously 
lacking in either controls or 
angiographic documentation or both 
(Refs. 9, 17, 26 and 27). 

f. Thrombosis of the retinal artery or 
veins. There seem to be only two 
reported instances in which there was 
significant return of vision following 
treatment of retinal arterial thrombosis 
with thrombolysin (Ref. 28). The oxygen 
demands of the retina are so high and 
the arterial supply so vulnerable, that it 
seems unlikely that a complete 
thrombotic occlusion could be lysed 
early enough to allow function to 
recover. It is not clear how often partial 
occlusions occur. There are more 
encouraging reports of improvement of 
vision after the treatment of occlusion of 
the central retinal veins, but none of 
these reports have presented proper 
controls (Refs. 10, 11 and 29). 

g. Traumatic hyphema. instillation of 
fibrinolysin into the eye to remove post- 
traumatic clots was reported with some 
frequency but with no controls. The 
closest to a controlled study seemed to 
show equal benefits from conservative 
treatment (Ref. 30). This use of 
fibrinolysins seems to have ceased in 
recent years and cannot be 
recommended. 

h. Priapism. There have been several — 
reports of the use of systemic and/or 
local fibrinolysin for the treatment of 
priapism, all without adequate controls 
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(Refs. 10, 31 and 32). This is a disorder 
with a wide range of causes, some 
unlikely to be helped by fibrinolysin. 
Again, this does not seem to be a 
currently practiced method of treatment. 

i. Respiratory distress of the newborn. 
One rather striking study showed a .- 
sharply increased mortality from the use 
of systemic fibrinolysin for the 
treatment of respiratory distress of the 
newborn in which 1 of 6 controls died 
versus 5 of 5 treated (Ref. 33). Autopsies 
yielded no clues as to the cause, but this 
experience suggests that this material 
should not be used parenterally in 
premature infants for any reason. Others 
have used it by pulmonary insufflation 
in respiratory distress of the newborn 


’ without such adverse results but also . 


without apparent benefit. 

j. Intraperitoneal adhesions. A single 
study in rats suggested fewer 
intraperitoneal adhesions after the use 
of intraperitoneal fibrinolysin (Ref: 34). 
The experimental model and the 
problems with extrapolating to another 
species makes this observation of 
uncertain significance for man. No 
clinical studies have been reported. 

5. Labeling. The label available for 
review uses the manufacturer's dosage 
units, which differ from those commonly 
used in the literature: This can be 
misleading. The discussion in the 
labeling of published reports on the use 
of this product in various conditions 
does not refer to or properly emphasize 
some of the negative clinical trials, 
especially-in patients with myocardial 
infarction and cerebrovascular 
accidents. The only indications listed for 
use are “phlebothrombosis, 
thrombophlebitis, pulmonary embolism, 
and thrombosis of arteries with 
exclusion of thrombosis of coronary . 
arteries and cerebral arteries.” The 
limitations of fibrinolytic therapy in 
such conditions, discussed in this 
review, are barely or not at all 
mentioned. There is perhaps an undue 
impression of accuracy of dosage, but in 
view of the uncertainty about proper 
dosage and monitoring, this is not an 
area in which definite statements can or 
should be made. The precautions do not 
list concurrent anticoagulation as 
probably increasing the risk of 
hemorrhage; this point seems-well 
enough established to be included in the 
labeling. 

6. Summary. Fibrinolysin (Human) 
was first evaluated clinically several 
years before the current resurgence of 
interest in the study of thromboembolic 
disease. As a result, its evaluation for 
effectiveness has been inadequate by 
modern standards. Improper or no 
controls and lack of angiographic 
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documentation are the two most serious 
and common defects. In many published 
studies, evaluation of hemostatic 
function was either not done or was 
inadequate to assess whether or not a 
fibrinolytic state had been induced. This 
is a pafticularly important point with a 
product containing streptokinase 
because of the variable level of 
inactivating antibodies in the human 
population. The extremely limited 
relevant data that can be obtained in 
animals with this product make careful 
human clinical studies mandatory. 

The most likely clinical uses of value 
are for pulmonary embolism, deep 
venous thrombosis, and clotted vascular 
access devices in patients undergoing 
hemodialysis. The limitations and 
problems for these uses have been 
discussed. For all three uses, most of the 
pertinent data have been derived from 
studies using urokinase or streptokinase 
alone. One of the main problems the 
Panel faced was in deciding to what 
extent these data on SK could be 
applied to Thrombolysin™. It seems 
likely that most of them are applicable, 
but this is in fact a different product. 
There is little reason to expect much 
functional difference between these 
products, and the available data do 
indicate that Fibrinolysin (Human) can 
activate the plasmin system in human 
recipients. The Panel's first decision, 
then, was to treat this product in a 
manner similar to urokinase and 
streptokinase, and to allow market 
forces to decide its utilization, even 
though it seemed logical that if both a 
plasminogen activator and plasminogen 
itself were needed in specific 
circumstances, these should be provided 
separately in the doses indicated. The 
regulations in 21 CFR 601.25(d)(4) appear 
to require specific data supporting the 
need for each component of such a 
combination. The recommendation of 
the Panel follows the regulations, since 
the requirement for the plasminogen 
component cannot be documented by 
present data. 

7. Recommendations. a. Fibrinolysin 
(Human) should be placed in Category 
INA, that is, to remain on the market 
pending proof of effectiveness, but 
requiring that such proof be presented to 
retain permanent licensure. A period of 
3 years should be allowed for the 
recommended studies demonstrating the 
contribution of each component to the 
labeled indications. 

b. During continued marketing, the 
only indications for which there is 
reasonable supportive evidence at 
present are for use in the treatment of 
pulmonary embolism, deep venous 
thrombosis, and clotted vascular access 


devices. Labeling for any of these 
indications should reflect the problems 
discussed in this review. Labeling 
should indicate that spontaneous lysis 
occurs with both pulmonary emboli and 
deep venous thrombi, that fibrinolytic 
agents appear to accelerate the early 
phases only, that there is no proof that 
late sequelae are lessened in patients 
with deep venous thrombosis, and that 
underlying mechanical factors are often 
the cause of thrombosis in vascular 
access devices. 

c. All fibrinolytic agents should be 
rereviewed at a later date by a single 
panel of experts. Separate reviews of 
urokinase and streptokinase on one 
hand and Fibrinolysin (Human) on the 
other is artificial, duplicative, and could 
result in unfair inconsistencies. 

d. The material should be named 
“Fibrinolysin.” 

8. Other research. The following are 
areas for which further research is 
recommended: 

a. There is a great need for a practical 
laboratory test which can be used to 
monitor therapy with fibrinolytic agents. 

b. The fibrinolytic system itself needs 
considerable further elucidation. 

c. Plasminogen activators are needed 
which are effective, nonantigenic, and 
less expensive than urokinase as now 
produced. 

d. The breakdown products of fibrin 
and fibrinogen need to be further 
defined, their effects and dynamics 
studied, and methods for their detection 
need to developed which will 
distinguish the various stages of 
fibrinolytic events in patients. 
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16. Rh,{D) Immune Globulin (Human) 


Generic Statement 


1. Introduction. Hemolytic disease of 
the newborn due to’anti-Rh,(D) was a _ 
significant problem prior to the advent 
of immunoprophylaxis in 1968. 
Milestones in the understanding and 
management of this problem include the 
discovery of the Rh,{D) antigen, 
elucidation of the pathogenesis of the 


disease, the development of exchange 
transfusion in the neonate, the 
development of intrauterine diagnosis 
by amniocentesis and intrauterine 
transfusions. Despite these formidable 
achievements, it was estimated that in 
1968, 2.7 deaths per 10,000 live births 
occurred in the United States as a result 
of this condition (Ref. 1). 

The pathogenesis of Rh hemolytic 
disease of the newborn is well known. 
In a primigravid Rh-negative woman 
who has not been exposed previously to 
Rh-positive blood, primary 
immunization occurs most frequently 
during labor and delivery, particularly 
during the third stage of labor, when Rh- 
positive fetal red blood cells (RBC) cross 
the placenta and enter the maternal 
circulation in substantial numbers. The 
risk of immunization is related to the 
magnitude of feto-maternal hemorrhage: 
In the presence of ABO compatibility 
between mother and fetus, the risk is 3 
percent when less than 0.1 mL of the 
fetal RBC are present in the mother, is 
25 percent when 0.25 to 1 mL are 
present, and is 65 percent when more 
than 5 mL are present. Perhaps 75 
percent of delivering women have less 
than a 0.1 mL feto-maternal hemorrhage 
while only 0.3 percent have feto- 
maternal hemorrhage of greater than 15 
mL. Thus, the overall risk of Rh 
immunization in ABO compatible 
pregnancies is 13 to 15 percent per Rh 
incompatible pregnancy. In ABO- 
incompatible pregnancies the risk is 2 to 
3 percent (Ref. 2). 

A major development in the 
elimination of this problem occurred in 
the late 1960's when it was 
demonstrated by a number of 
investigators that active immunization 
of Rh-negative mothers carrrying Rh- 
positive fetuses could be prevented with 
the administration to the mother of an 
intramuscular injection of Rh, immune 
globulin within 72 hours after delivery 
(Refs. 3 through 6). Using the standard 
dose of 300 micrograms of Rh antibody, 
there has been a 90-percent reduction of 
the immunization rate from about 15 
percent to about 1.5 percent (Refs. 2 and 
7). The reasons for failure to achieve 
complete prophylaxis are not entirely 
clear and may reflect, in part, a lack of 
clear understanding of the mechanism 
by which prophylactic effect is 


- achieved. Failures may result from a 


number of factors: 

a. Immunization may have already 
occurred during pregnancy. 
Fetomaternal hemorrhage has been 
noted as early as during the early 
portion of the second trimester and 
increases in size and frequency as 
gestation proceeds (Ref. 2). Thus, some 
women may be immunized early in 
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pregnancy. In recognition of this, some 
investigators have administered Rh, 
immune globulin during pregnancy in 
either single dose (300 jig) at 34 weeks 
gestation or twice at 28 and 34 weeks 
gestation. The evidence to date suggests 
that as many as 65 to 90 percent of all 
prophylaxis failures may be eliminated 
by antepartum administration of Rh, 
immune globulin (Refs. 8 and 9). These 
studies require demonstration that 
immunization has not.occurred by 
evaluation subsequent pregnancies. 
Infants born after antenatal treatment 
show no evidence of increased red cell 
destruction resulting from the passive 
antibody administration to the mother, 
although many manifest a positive direct 
antiglobulin test of their red cells. 

b. A large feto-maternal bleed may 
have occurred, and the standard 300 
microgram dose is therefore inadequate. 
Studies indicate that 300 micrograms of 
Rh antibody are sufficient to prevent 
immunization'’when up to 15 mL of Rh- 
positive red cells have been infused into 
Rh-negative subjects (Refs. 10 and 11). 
As only 0.3 percent of all pregnancies 
will have feto-maternal bleeds of greater 
than 15 mL-(Ref. 2), this factor cannot 
account for more than than a small 
number of all the Rh, immune globulin 
prophylactic failures. In most 
pregnancies, the dose of anti-Rh, is 
probably excessive. 

c. It is possible that the intramuscular 
route of administration may not assure 
adequate uptake of antibody into the 
circulation. While there is no direct 
evidence on this point, European 
investigators have been using 
intravenous administration of a 
preparation prepared especially for 
intravenous use (Ref. 12). The World 
Health Organization has recommended 
that only half the usual dose is 
necessary if the intravenous route is 
used. 

d. Rh-negative women born of Rh- 
positive mothers may have been 
actively immunized by a materno-fetal 
bleed when they were born 
(“grandmother theory”). When these 
women deliver an Rh-positive fetus, Rh, 
immune globulin would not be effective 
because of their prior immunization. 
Studies (Refs. 13 through 16) suggest this 
possibility, and a materno-fetal 
immunization rate of 5 to 11 percent has 
been observed (Refs: 14 and 16) Other 
studies have not confirmed these 
findings (Refs. 17, 18 and 38). Further 
studies are necessary to confirm the 
validity of the “grandmother theory.” If 
proven, Rh-negative female children 
born of Rh-positivé mothers might 
receive Rh, immune globulin to prevent 
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such immunization and later instances 
of hemolytic disease in their children. 

While not a factor strictly relevent to 
the Rh, immune globulin prophylaxis 
failure rate, it is noteworthy that failure 
to administer Rh, immune globulin still 
occurs. Estimates by the Centers for 
Disease Control indicate that only 80 
percent of women who should receive 
immunoprophylaxis actually do so (Ref. 
1). Clearly, further educational efforts 
are needed in the total program aimed at 
eliminating Rh hemolytic disease of the 
newborn. 

Other situations in which Rh, immune 
globulin may be useful include: 

(1) RA, immune globulin in abortion. 
In cases of abortion, a risk of maternal 
immunization exists. The overall rate of 
immunization has been estimated as 
between 3 to 5.5 percent where the Rh 
type of the fetus is unknown (Refs. 19 
and 20). The method of inducing 
abortion may influence this rate (Ref. 
19); hypertonic saline abortion results in 
a three times greater frequency of 
transplacental hemorrhage than does 
curettage abortion. The risk of 
immunization also increase directly with 
gestational age. On the basis of these 
considerations, Rh immunoprophylaxis 
has gained general acceptance in cases 
of abortion. While controlled studies 
demonstrating the effectiveness of 
immunprophylaxis in abortion case have 
not been performed, the argument for 
use of Rh, immune globulin in these 
cases is very compelling. 

(2) RA, immune globulin in 
transfusion. The third major clinical 
circumstante where Rh, immune 
globulin is used is when Rh,(D) negative 
patients have accidentially received a 
transfusion of Rh, (D) positive blood. 
Studies in volunteers indicate up to an 
80 percent immunization rate in these 
circumstances and, administration of 20 
micrograms of Rh, immune globulin for 
each 1 mL of red blood cells affords 
total protection against immunization 
(Refs. 10 and 11). Other reports 
substantiate these observations (Refs. 21 
through 24). 

2. Description of product. Rh. jmmune 
globulin is manufactured from human 
plasma containing anti-Rh,(D) antibody. 
The plasma undergoes fractionation and 
the globulin fraction is obtained. The 
material is tested for specificity and 
potency in vitro in the latter case, by 
comparison with an FDA, Bureau of 
Biologics reference material. The final 
product may be diluted with serum 
globulin which does not contain anti- 
Rh,(D). Stabilizing and antibacterial 
materials are added. 

The Bureau of Biologics’ requirements 
are that at least 200 mL each of plasmas 
(or sera) from 20 different donors be 


represented in the original plasma pool. 
While this:is an apparently arbitrary 
number, it does permit some confidence 
that all specificities of the Rh,{d) mosaic 
and antibodies of different affinity 
constants are represented in the final 
material: The Bureau of Biologics has 
limits for the presence of red cell 
antibodies other than anti-Rh,(D) and 
these appear prudent and not overly 
restrictive. 

The amount of anti-Rh,(D) antibody is 
determined by an antiglobulin titer 
which must be equal to or greater than 
the Bureau of Biologics’ reference . ~ 
material. This procedure is open to 
question. Manual titration using 
doubling dilutions is a highly subjective 
test. A one tube difference in such an 
assay system could reflect a 50-percent 
error in antibody concentration. Further, 
it has been demonstrated that assay 
values for Rh,(D) antibody obtained by 
either manual or automated methods 
may be inaccurate as the regression line 
for the assay depends on both the 
antigen, i.e., the Rh-phenotype of the test 
cell, and the heterogeneity of the 
antibody population being tested. 
Finally, since the critical literature on 
efficacy of Rh, immune globulin is 
expressed in doses described in 
micrograms of antibody, it would seem 
reasonable to demand consistency in 
standardization and expression of 
potency in the assay of manufactured 
lots. 

Perhaps the best assay system for Rh 
antibody is the radioimmunoassay 
(Refs. 25 and 26). This test was the 
standard by which efficacy and dosage 
have been ascertained, and it has been 
demonstrably satisfactory. 
Radioimmunoassay procedures are 
difficult to carry out. A second 
quantitative technique that is acceptable 
is the Autoanalyzer™ titration method 
(Ref. 26). Since Rh, immune globulin is 
prepared from plasma pools 
representing at least 20 different donors, 
the problem of antibody heterogeneity is 
reduced. When using this test, dilutions 
within one log are usually employed, 
and errors or inaccuracies are 
minimized. 

3. Effectiveness. a. There are three 
clinical situations where administration 
of Rh, immune globulin to prevent 
primary immunization to Rh antigen is 
currently used: 

(1) Postpartum in Rh-negative 
mothers who have delivered an Rh- 
positive child. Administration within 72 
hours after delivery affords 90-percent 
protection against primary immunization 
(Refs. 1 through 7). 

(2) After abortion in Rh-negative 
women. Controlled studies are not 
available, but there is no reason to 
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believe effectiveness is not equal to or 
greater than in term pregnancies. 

(3) After transfusion of Rh-positive 
blood to an Rh-negative individual. 
Efficacy has been demonstrated in both 
controlled studies (Refs. 10 and 11) and 
clinical situations (Refs. 21 through 24). 

b. There are a number of clinical 
situations where the use of Rh, immune 
globulin has been suggested to prevent 
primary immunization: 

(1) After transfusion of blood 
components containing Rh-positive 
erythrocytes to Rh-negative recipients. 
Transfusion of platelet or granulocyte 
concentrates is usually associated with 
infusion of substantial numbers of red 
cells. Primary immunization,to.the Rh 
antigen may be prevented with Rh, 
immune globulin in those patients in 
whom it is desirable to do so, e.g., 
women in childbearing age. There is no 
evidence that cryoprecipitate from Rh- 
positive individuals can immunize Rh- 
negative recipients. 

(2) After abdominal trauma to an Rh- 
negative woman during pregnancy. 
There is evidence that abdominal 
trauma, particularly amniocentesis, can 
be associated with feto-maternal - 
bleeding (Refs. 28 through 32). It appears 
rational in these circumstances to 
administer intrapartum Rh, immune 
globulin, although controlled studies are 
not available to support this use. 

(3) Intrapartum administration to all 
Rh-negative women. Current evidence in 
a relatively small number of pregnancies 
suggests that primary immunization may 
be prevented with this approach, 
although not completely, (Ref. 8) as 
determined by postpartum Rh antibody 
detection (Refs. 2, 8 and 9). However, 
firm documentation of efficacy would 
require demonstration of no 
immunization with subsequent Rh- 
positive pregnancies. These data are not 
currently available. Such a program is 
directed at the 1.5 percent of at risk 
women who currently fail to be 
protected by postpartum prophylaxis. 
As the number of doses of Rh, immune 
globulin would increase two- to three- 
fold with such a program, the impact on 
health care costs and on immunized 
plasmapheresis donors, the source of 
antibody-containing plasma, would be 
great if intrapartum prophylaxis were 
widely practiced. Thus, effectiveness 
should be established unequivocally 
before considering formal approval of 
this indication. 

(4) Administration to Rh-negative 
neonates born of Rh-positive mothers. 
Current data do not support this use. 

(5) Administration to D* women. 
There are case reports of D* women 
who developed “anti-D” with resulting 





52674 


hemolytic disease of the newborn. This 
must be a rare event. Also, there is no 
evidence that administration of Rh, 
immune globulin in these women would 
be protective; much of the administered 
‘antibody would be adsorbed by 
maternal cells (Ref. 34). Of greater 
concern is the clinical situation where 
the mother’s Rh status is unknown prior 
to delivery. In these cases, a postpartum 
maternal typing as D" might indicate the 
presence of a large feto-maternal 
hemorrhage of Rh-positive cells in an 
Rh-negative woman. In these cases, 
immune globulin should be given. 

(6) Administration later than 72-hours 
postpartum. The 72-hour postpartum 
limit for Rh, immune globulin resulted 
from an artifact in the experimental 
design during the original studies on this 
material (Ref. 7). This time limit appears 
valid for optimal protection but, if the 
antibody has not been administered 
within this period, it should still be 
administered later, as protection, albeit 
to a lesser degree, may still be achieved 
at little risk (Ref. 39). 

c. Miscellaneous issues affecting 
efficacy—{1) Estimating the size of feto- 
maternal hemorrhage. The risk of feto- 
maternal immunization increases with 
the size of the feto-maternal hemorrhage 
(Ref. 2). The standar? dose of 300 pg of 
Rh, immune globulin protects against up 
to 15 mL of feto-maternal hemorrhage 
(Refs. 10 and 11). While hemorrhages 
greater than 15 mL occur in only 0.3 
percent of pregnancies (Ref. 2), these 
women are at increased risk to become 
immunized and require more than the 
standard dose to be adequately 
protected. Provisions should be made in 
the labeling to recommend a screening 
or quantitative procedure for the 
detection of large (greater than 15 mL) 
feto-maternal hemorrhages. Appropriate 
upward adjustment of the dose of Rh, 
immune globulin should also be 
recommended in these cases. 

(2) Low dose Rh, immune globulin. 
The current standard dose of Rh, . 
immune globuli 300 micrograms, is 
excessive in most cases (Refs. 5, 10, 11 
and 42), although the safety of the 
product is not affected by the excess. 
During abortions or abdominal trauma, 
where the transplacental hemorrhage is 
generally far less than at term 
gestations, a lower does of Rh, immune 
globulin may be equally efficacious. In 
Rh-negative male volunteers, it has been 
shown that 50 micrograms of Rh, _ 
immune globulin completely protects 
against primary Rh immunization from a 
dose of 2.5 mL of red blood cells (Ref. 
37). 

4. Safety. Rh, immune globulin has not 
been associated with severe toxicity. 
Localized reaction at the site of 


intramuscular injection is probably the 
most frequent side effect. A variety of 
complications have been reported in 
association with the administration of 
Rh immune globulin, but causal 
relationships are not always clear. 
Urticaria, temperature elevatio fever, 
myalgia, hyperbilirubinemia, 
splenomegaly, and rare sensitivities 
after repeated injections have been 
observed. Transmission of hepatitis has 
not been associated with this product. 

Rh immune globulin administered 
during pregnancy to Rh-negative women 
carrying an Rh-positive fetus has not 
been associated with iatrogenic Rh 
hemolyfic disease in the fetus (Refs. 2, 8, 
9 and 33), although some infants show a 
positive direct antiglobulin test. Even 
when anti-Rh, is administered to Rh- . 
positive adults, there appears to be little 
hazard (Ref. 35). 

5. Benefit/risk. Rh, immune globulin is 
a highly effective product with few 
serious side effects. 

6. Recommendations. a. The product 
should be placed in Category I for the 
currently approved indications. 

b. In addition, Rh, immune globulin 
should be approved for the following 
indications: 

(1) After transfusion of any blood 
product containing Rh-positive red cells 
to an Rh-negative recipient in whom it is 
desirable to suppress primary 
immunization; and 

(2) After significant abdominal 
trauma, including amniocentesis, to a 
pregnant Rh-negative woman. . 

c. Estimation of a large feto-maternal 
hemorrhage (greater than 15 mL) of Rh- 
positive cells should be recommended in 
all labeling as part of regular postpartum 
evaluation, and the dose of Rh, immune 
globulin should be increased 
accordingly. 

d. The 72-hour time limit for 


‘administering Rh, immune globulin after 


exposure to Rh-positive red blood cells 
should be encouraged as preferable for 
prophylaxis. If more than 72 hours have 
passed, Rh, immune globulin should still 
be given as soon as possible, up to 2 
weeks after exposure to Rh-positive red 
blood cells, with the warning that 
efficacy may be reduced. 

e. Rh, immune globulin should not be 
given to: 

(1) Rh-positive individuals, 

(2) Rh-negative individuals known to 
be immunized to:the Rh antigen, and 

(3) in an Rh-negative woman where 
the fetus is known to be Rh-negative. 

f. The requirement for Rh, immune 
globulin crossmatch prior to 
administration should be eliminated. 

g. Assay of all lots of Rh, immune 
globulin must be performed by an 
approved method. 
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h. Encourage educational efforts to 
eliminate instances of non- 
administration of Rh, immune globuli 
where it is indicated. E 

i. Further research is needed on (1) 
intrapartum prophylaxis, (2) 
immunization of Rh-negative newborns 
of Rh-positive mothers, (3) low-dose 
prophylaxis in abortion, (4) low-dose . 
prophylaxis in abdominal trauma, and 
(5) the use of Rh, immune globulin for 
intravenous use when large doses are 
required. 

j. Labeling recommendations. {1) Add 
the new indications noted above. 

(2) Add a recommendation for 
screening or quantitating the size of the 
feto-maternal bleed. 

(3) Change the wording on the 72-hour 
time limit to permit administration for 
up to 2 weeks after exposure (Ref. 39). 

(4) Eliminate the instructions for the 
crossmatch. é 

(5) Eliminate any statement directed 
specifically at administration to the 
infant. 

(6) Eliminate the statement that Rh, 
immune globulin should not be 
administered to “an Rh-negative woman 
who has received an Rh-positive 
transfusion within three months of 
delivery.” 
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17. Thrombin 
Generic Statement 


Thrombin is a proteolytic enzyme that 
initiates the conversion of fibrinogen to 
fibrin by splitting arginyl-glycyl bonds at 
the N-terminal end of the fibrinogen 
molecule (Ref. 1). As a result of this 
enzymatic action, two pairs of peptides, 
fibrinopeptides A and B, are released 
and the fibrinogen molecule becomes 
fibrin monomer. The molecules of fibrin 
monomer polymerize to form a fibrin 
clot. Thrombin has been reported to 
cause proteolytic activation of other 
enzymes and has esterolytic action on a 
number of synthetic amino acid esters 
as well (Refs. 2 through 5). 

’ Thrombin activity can be determined 
by its ability to convert fibrinogen to 
fibrin, i.e., to form a visible clot or by its 
esterolytic activity (Ref. 3). It is derived 
from an inactive precursor, prothrombin, 
through the interaction of plasma 
procoagulants, calcium phospholipids 
(thromboplastin) (Refs. 6 through 8). 
Active thrombin is rapidly neutralized 
by several substances known 
collectively as antithrombins (Ref. 3). 
Even though considerable thrombin 
activity may be formed at a site of tissue 
injury, very little is present in the 
circulation. 

Since thrombin acts directly on 
fibrinogen, it might appear that it would 
be an effective therapeutic agent for 
hemostatic disorders that are the result 
of defective conversion of prothrombin 
to thrombin. Thrombin has been found 
to be both upsafe and ineffective when 
given parenterally (Ref. 10). Under 
experimental conditions, dilute solutions 
of thrombin introduced into the 
circulation will produce disseminated 
intravascular coagulation (Ref. 10). 
When given intravascularly in more 
concentrated form, thrombin will cause 
thrombosis at the site of injection (Ref. 
10). 

Thrombin has been used topically as 
an aid to hemostasis (Ref. 10). There are 
several anecdotal reports indicating 
benefit from its use topically ir. 
accessible areas of bleeding from 
cancellous bone, dental extraction sites, 
skin-grafting sites, and sites of 
nasopharyngeal surgery. A few reports 
suggest that thrombin given orally along 
with a buffering agent is helpful in 
controlling bleeding of the upper 
gastrointestinal tract. No recent or 
comprehensive data were found 
concerning this clinical use. 

Hemostasis results from interactions 
of platelets, the fibrin clotting system, 
and the vascular system (Refs. 11 and 
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12). At the site of vascular injury 
platelets clump together and adhere to 
the vessel wall to form a hemostatic 
plug. If the vascular defect is not too 
large, this platelet plug temporarily 
serves to prevent further bleeding. Later, 
the platelet plug is reinforced by a fibrin 
clot. Although the fibrin-clotting 
mechanism plays an inportant role in 
hemostasis and eventual repair of an 
injury, the platelet-vascular response is 
of primary importance for the prompt 
control of bleeding. Thrombin has been 
shown to play a role in platelet 
aggregation in vitro (Refs. 11 and 12), but 
there is no evidence that topically 
applied thrombin plays a direct role in 
the platelet reaction in vivo. It is well 
recognized that blood excaping from a 
denuded surface will promptly clot 
following the application of thrombin 
(Ref. 10). 

However, the clot that is formed does 
not appear to prevent the loss of 
additional blood. Unless pressure is also 
applied, the clot formed in this way 
tends to be floated away by the 
escaping blood. 

To provide a mechanism to apply 
pressure and to apply thrombin directly 
to the denuded surface, one technique 
employs a biodegradable sponge which 
is saturated with thrombin and applied 
to the surface of a wound (Ref. 23). 
Although this technique appears to aid 
in hemostasis, the Panel found no 
controlled clinical study to indicate 
whether hemostasis is achieved as a 
result of the use of the biodegradable 
sponge alone or as an effect of the 
thrombin or to both. : 

Thrombin is useful as a diagnostic 
reagent and as a reagent for research. 
The speed with which a visible clot 
forms is dependent on the concentration 
of fibrinogen and thrombin (Ref. 13). 
Under controlled conditions, the speed 
with which a visible clot forms after the 
addition of a standardized thrombin 
solution is a measure of the amount of 
fibrinogen present. This provides a rapid 
semiquantitative test for fibrinogen. It 
has been reported that individuals prone 
to have thromboemobolic disorders are 
deficient in antithrombin (Ref. 14). 
Thrombin is used as a reagent for the 
measurement of these antithrombins 
(Ref. 16). Although this test is promising, 
it is still experimental in nature. 

Thrombin is prepared by separating 
prothrombin from plasma and then 
converting it to thrombin. Various 
methods have been used to obtain 
prothrombin; the principles of isoelectric 
precipitation, adsorption and elution, 
salt and alcohol fractionation, and 
chromatography have been utilized (Ref. 
16). Prothrombin can be adsorbed from 
oxalated plasma by several poorly 


soluble salts such as barium sulfate, 
barium carbonate, aluminum hydroxide, 
and tricalcium phosphate. Prothrombin, 
along with other coagulation factors, can 
be eluted with sodium citrate from the 
adsorbents. The first high quality 
thrombin was prepared from bovine 
prothrombin by Seegers, et al. (Ref. 19), 
who used magnesium hydroxide as the 
adsorbing agent. Prothrombin was 
obtained by decomposing the 
magnesium hydroxide with carbon 
dioxide. Regardless of the method used, 
it is essential to separate prothrombin 
from the antithrombins that are present. 
Once this has been achieved, the 
prothrombin can be converted to 
thrombin by the addition of calcium and 
tissue thromboplastin. Unless further 
purified, these thrombin preparations 
contain at least trace amounts of other 
proteins. Commercial bovine thrombin 
has been used extensively as the 
starting material for the preparation of 
more purified thrombin (Refs. 18 through 
21). In concentrated, lyophilized form, 
thrombin preparations are stable; once 
reconstituted to the liquid state, activity 
rapidly decreases (Ref. 15). If one is to 
rely on the unitage indicated on the 


label, freshly reconstituted solutions are . ~ 


essential. 
Product Review 


1. Product. Thrombin (Human) by 
Ortho Diagnostics, Inc. is a reagent for 
the qualitative determination of 
fibrinogen in human plasma. It is 
packaged in sealed ampules each 
containing 50 units of thrombin. It is to 
be reconstituted with 1.0 mL of saline. 
The recommended procedure is to add 
0.2 mL of the reconstituted product to a 
0.2 mL sample of plasma in a test tube. 
With normal plasma a visible clot will 
form in 15 seconds after the addition of 
thrombin, and the clot will adhere to the 
walls of the test tube. If the test plasma 
contains less than 100 mg/dL fibrinogen, 
the clot will be slower to form. 

2. Effectiveness. Effectiveness is 
readily demonstrated by the routine 
laboratory control tests (Ref. 22). 

3. Safety. The label carries a specific 
warning that this material is not for 
human administration and that it should 
be handled as if capable of transmitting 
hepatitis. 

4. Recommendations. This product 
should be placed in Category I for in 
vitro diagnostic use only. 


Product Review . 


1. Description. Thrombin Topical 
(Bovine) by Parke, Davis & Co. is 
supplied as a dried powder for solution 
containing 5,000 units of bovine 
thrombin, calcium chloride, sodium 
chloride, glycine, and benzethonium 
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chloride. The potency is measured by 
determining its activity in clotting a 
standardized fibrinogen solution. 

2. Effectiveness. Thrombin Topical 
(Bovine) is recommended for human use 
topically wherever oozing blood from 
capillaries and small venules is 
accessible to act an as aid to 
hemostasis. It may be used in 
conjunction with an absorbable gelatin 
sponge to aid hemostasis. Information 
submitted by the manufacturer (Ref. 23) 
tends to support this general indication. 
It should be pointed out that adequate, 
well-controlled clinical studies are not 
available in support of many of the 
specific indications mentioned in 
labeling or in the supporting literature. 
Much of the supporting data is 
anecdotal, but is based upon widely 
accepted clinical practices. - 

3. Safety. The label carries a warning 
that-Thrombin Topical (Bovine) is not to 
be injected. When used as directed it 
appears to be safe. 

4. Recommendations. a. The labeling 
should be modified to define more 
precisely the indications for clinical use. 
The manufacturer has suggested: 


Thrombin is indicated as an aid in 
hemostasis wherever oozing blood from 
capillaries and small venules is accessible. In 
various types of surgery, solutions of 
thrombin may be used in conjunction with 
absorbable gelatin sponge, USP, for 
hemostasis. 


This statement is appropriate. 

b. There are inadequate data to 
support the usefulness of thrombin ° 
administered orally for the treatment of 
bleeding peptic ulcer. The labeling 
should be modified to delete this as an 
indication for use. 

c. With appropriate modifications of 
the labeling, it is recommended that this 
product be placed in Category I. 
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18. Fibrinolysin and 

Deso se, Combined 
(Bovine), and Fibrinolysin and 
Desoxyribonuclease, Combined (Bovine) 
With Chloramphenicol 


Product Statement 
Product Reviews 


1. Introduction—a. Products. 
Fibrinolysin and Desoxyribonuclease, 
Combined (Bovine), marketed by Parke, 
Davis and Company as Elase™ brand 
powder for solution and as Elase™ 
ointment. 

Fibrinolysin and Liciiicriticibinlenne: 
Combined (Bovine) with 
Chloramphenicol, marketed by Parke, 
Davis and Company as Elase- 
Chloromycetin™ ointment. 

For the purpose of this document, the 
brand name “Elase” will be used 
indicating the combination of 
Fibrinolysin and Desoxyribonuclease. 
Elase was issued a biological license in 
April-1960, and the Elase ointment with 
chloramphenicol was licensed in 
September 1963. 

b. Indications. Elase lyophilized 
powder for solution is labeled by the 
manufacturer for topical use as a 
debriding agent in a variety of 
inflammatory and infected lesions. 
These include: (1) General surgical 
wounds; (2) ulcerative lesions—trophic, 
decubitus, stasis, arteriosclerotic; (3) 
second- and third-degree burns; (4) 
circumcision and episiotomy. Elase is 
used intravaginally in: (1) Cervicitis— 
benign, postpartum, and postconization 
and (2) vaginitis. Elase is also used as 
an irrigating agent in the following 
conditions: (1) Infected wounds— 
abscessed, fistulae, and sinus tracts; (2) 
othorhinolaryngologic wounds; (3) 
superficial hematomas (except when the 
hematoma is adjacent to or within 
adipose tissue). 

Elase ointment is labeled for topical 
use as a debriding agent in a variety of 
inflammatory and infected lesions. 
These include: (1) General surgical 


- wounds; (2) ulcerative lesions—trophic, 


decubitus, stasis, arteriosclerotic; (3) 
second and third degree burns; (4) 
circumcision and episiotomy. Elase is 
used intravaginally in: (1) Cervicitus— 
benign, postpartum, and postconization 
and (2) vaginitis. 

Elase- Chloromycetin ointment is 
labeled for use in the treatment of 
infected lesions such as burns, ulcers, 
and wounds where the actions of both a 
debriding agent and a topical antibiotic 
are desired. 

c. Manufacturing. Fibrirolysin is 
prepared from bovine plasma, isolated 
by ammonium sulfate fractionation, 
activated with chloroform, and 


52677 


precipitated by adjusting the pH to the 
isoelectric point. The 
desoxyribonuclease is prepared from 
bovine pancreas by a chromatographic 
isolation technique. Potency 
standardization for each ingredient is 
done on the raw material and on the 
final product. Proteolytic activity is 
measured by. a fibrinolytic assay 
measuring the time that it takes for a 
clot of bovine fibrinogen to be lysed. 
Desoxyribonuclease i is measured by a 
viscometric assey in which the product 
is allowed to act upon desoxribonucleic 
acid (DNA) substrate. 

d. Pharmacology. The pharmacologic 
rationale for the combination of these 
two enzymes is based on the 
observation that purulent exudates 
consist largely of fibrinous material and 
nucleoprotein. Desoxyribonuclease 
attacks the DNA and also chromatin; 
therefore, theory would predict that it 
should lyse exudate that is rich in cell 
nuclei. Fibrinolysin is an endo-peptidase 
which ruptures peptide bonds in 
proteins in which lysine is the amino 
acid and should thus lyse any clotted 
protein of plasma origin. 
Chloramphenicol, a broad-spectrum 
antibiotic, is included in the Elase- 
Chloromycetin ointment for use in the 
treatment of infected lesions where the 
action of a topical antibiotic “may be 
helpful.” 

2. Evidence of effectiveness. Data 
supporting the effectiveness of Elase 
covers a wide variety of conditions and 
types of studies. The primary rationale 
for use is based on the theory that 
lesions needing debridement might heal 
better with enzyme therapy. The clinical 
trials vary from double-blind, controlled 
studies to anecdotal reports on a few 
patients. 

The most convincing data supporting 


- the effectiveness of Elase comes from 


the study of Friedman et al. (Ref. 1) on 
the treatment of post-partum cervicitis. 
When Elase was used as a solution at 
each of two dose levels, and compared 
with a placebo, there was no difference 
in results. However, when Elase was 
incorporated in an ointment base and 
administered more frequently, there was 
a significant difference between the 
placebo ointment and Elase ointment in 
favor of the Elase. This was reflected in 
a decreased need for post-partum 
cervical cauterization as well as 
improvement in other parameters which 
were evaluated. In these studies there 
was no additional benefit evident from 
including chloramphenicol in the 
ointment. 

The other controlled and blinded trial 
was by Glick et al. (Ref. 2) on 
postconization cervices. The 
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investigators reported little difference 
between Elase and placebo but found 
the inclusion of chloramphenicol to be 
beneficial. Since no group was treated 
with chloramphenicol alone, it was not 
known whether Elase is of any benefit 
for this indication. 

Kaufman et al. (Ref. 3) in an 
unpublished study investigated the 
effect of Elase, Elase plus 
chloramphenicol, and a placebo upon 
“postpartum” bacterial cervicitis. There 
was no statistical difference between 
the three groups according to a Parke- 
Davis memorandum (Ref. 3), although it 
is not clear how the therapeutic results 
were evaluated. Chloramphenicol did 
not seem to have any effect on the type 
of flora seen after treatment. 

The other uncontrolled gynecologic 
studies are of little help in evaluating 
drug effectiveness. It was noted that in 
one unpublished study of the 
chloramphenicol-containing ointment, 
there seemed to be an increased 
incidence of vaginal moniliasis (Ref. 4). 
In this report, 10 percent of the patients 
were dropped from the study because 
their white blood count (WBC) had 
dropped below normal after 2 days of 
treatment. No mention of this 
phenomena was made in other studies, 
although this may be because serial 
WBEC’s were not done. 

The evaluation of Elase treatment on 
other surgical lesions has not been 
reported in well-controlled clinical 
studies. Several investigators have 
reported the effect of these agents on 
chronic lesions unresponsive to 
standard therapy and have concluded 
that there is a beneficial effect. The 
report of Coon et al. (Ref. 5) is an 
example of this type of study. Patients 
with chronic ulcers or abscesses were 
treated with Elase solution or ointment. 
Ulcers associated with arteriosclerosis 
showed little response to treatment and 
none of these healed, whereas trophic 
and decubitus ulcers were reported to 
be treated successfully. Four burn 
patients also were reported as 
responding well to Elase ointment. 
Similarly, Connell and Rousselot (Ref. 6) 
discussed treatment of 125 patients of 
whom 90 percent were judged to 
respond to this treatment in 24 to 72 
hours. The authors of other studies of 
this nature all conclude that enzymatic 
debridement is a useful treatment. 

The only available data on the use of 
Elase in circumcision and episiotomy 
were found in one table in the paper of 
Margulis et al. (Ref. 7). In this report, all 
of the 30 standard treated circumcision 
patients are classified as healing more 
slowly than patients treated with Elase 
ointment for 4 to 6 days. This same 
report lists eight patients with 


“inflamed” episiotomy wounds which 
“healed” quickly when enzyme ointment 
was applied. 

The recommendation for use in 
otolaryngology is supported by several 
letters from Dr. Sylvester Daly (Ref. 8) 
which discuss the use of Elase in a few 
patients. Analysis of these data is not 
possible. 

One article reports on the treatment of 
107 ophthalmic lesions with Elase (Ref. 
9). The author concludes “in no instance 
was healing impaired——. In dendritic 
keratitis and severe trauma healing was 
speeded up and morbidity diminished.” 

During the original licensing of this 
family of products, the then current 
regulatory agency, the Division of 
Biologics Standards of the National 
Institutes of Health felt the controlled 
trial indicated fibrinolysin with 
desoxyribonuclease to be effective, 
although no clinical data supported the 
advantage of the combination of 
fibrinolysin and desoxyribonuclease as 
compared with the individual 
components. As shown by the 
correspondence between the regulatory 
agency and Parke-Davis (Ref. 10), there 
was concern about the usefulness of 
incorporating chloramphenicol into this 
same ointment. None of the studies then 
available supported this view. The later 
report of Glick et al. (Ref. 2) seems to 
support this contention after conization 
of the cervix. However, there is no 
evidence to support the effectiveness of 
Elase in this investigation. 
Chloramphenicol ointment alone might 
have given the same results without the 
reported side effects of increased 
bleeding. The Friedman study (Ref. 1) 
shows no significant difference in favor 
of chloramphenicol nor does the study 
at Baylor (Ref. 3). 

3. Evidence of safety. A review of the 
studies referenced above indicates that 
the fibrinolysin-desoxyribonuclease 
combination exhibits a high degree of 
safety. During the original licensing 
there was concern about sensitization of 
patients to the enzyme proteins of 
bovine origin. From the data submitted 
this does not seem to be a problem. 
Bleeding after conization is an expected 
sequela of this type of treatment. The 
report of decreased WBC’s in several 
patients receiving the ointment 
containing chloramphenicol should be 
further investigated. There is a report of 
at least one case of a blood dyscrasia 
associated with an ophthalmic 
chloramphenicol ointment, and there is 
probably significant absorption of 
chloramphenicol through mucosal and 
damaged wound surfaces. 

4. Benefit/risk evaluation. Published 
studies about Elase and experience with 
the product indicate that it is probably 
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effective as a general debriding agent. 
The data on circumcision, episiotomy, 
and certain other specific indications 
are still not convincing. The inclusion of 
chloramphenicol in the ointment 
remains of concern. None of the studies | 
offer significant evidence. of benefits 


from the combined enzyme-antibiotic 


compared to the separate ingredients. 

The following conclusions were 
reached: 

a. For the Elase ointment with 
chloramphenicol, there was relatively 
little bacteriologic data indicating that 
there is a need for the antibiotic or 
demonstrating its effectiveness. The 
only bacteriological studies reported 
were essentially surface cultures. Newer 
methods, such as punch biopsies of 
eschars, were not done to find out 
whether the chloramphenicol does 
anything more than cause the surface 
contamination to be somewhat 
suppressed. 

b. Systemic absorption of the 
chloramphenicol component and its 
potential adverse reactions were a 
cause of concern. Some of the 
recommended indications would allow a 
large amount of the ointment to be 
placed in a body cavity where 
significant amounts of chloramphenicol 
could be absorbed, particularly if the 
application is repeated frequently over a 
period of several days. It was noted that 
no hematologic studies have been done 
on absorption or systemic effects of 
Elase with chloramphenicol. White 
blood counts concurrent with treatment 
may be indicative of a reaction to 
chloramphenicol even though the 
development of aplastic anemia may not 
be detectable until some time after 
cessation of therapy. 

c. The safety of the two enzyme 
ingredients either in the ointment or in 
the solution were not questioned. There 
was no evidence of sensitization 
resulting from the enzymes. 

d. Regarding effectiveness, there are 
only one or two well-controlled trials. 
Most of the other reports were more of a 
testimonial nature. Also, most of the 
studies were conducted some years ago. 
With the variety of conditions treated 
with these products, the progress of 
wound healing is difficult to assess 
unless there are adequate controls. 
Factors such as degree of surgical 
debridement, frequency of dressing 
changes, proper cleansing, and other 
nursing care practices affect the 
outcome and must be well controlled to 
provide an objective evaluation. Many 
of the indications in the current labeling 
may be treated by alternate methods, 
some of which have been developed 
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since the original studies were done 
with these products. 

e. Therefore, the benefit-to-risk ratio 
may not be as favorable now as it was 
at that earlier time. Although there has 
been extensive use of the products and 
sales have been increasing over the 
years, this is not significant evidence of 
effectiveness. However, it may have 
some relevance in the judgement of 
safety. 

5. Recommendations—a. At the 
request of the Panel on Review of Blood 
and Blood Derivatives the Bureau of 
Biologics, the Surgical Drugs Advisory 
Committee of the Bureau of Drugs first 
reviewed the Elase products at meetings 
held December 15-16, 1977 and March 
17, 1978. Although it was recommended 
by the Surgical Drugs Advisory 
Committee that Elase powder for 
solution and Elase ointment be placed in 
Category I (with the provision that the 
labeling be modified to remove those 
specific indications for which there are 
insufficient data), the Panel on Review 
of Blood and-Blood Derivatives does not 
concur with this recommendation, but 
rather recommends that these products 
be placed in Category IIIA. This 
recommendation is based upon the 
combination policy stated in 21 CFR 
601.25(d)}(4) and is consistent with - 
recommendations made for other 
combination products. Evidence should 
be developed by appropriate in vivo or 
in vitro tests to demonstrate that each 
component makes a contribution to the 
claimed effects. A period of 3 years is 
recommended for the completion of 
these studies. 

b. Indications which are 
recommended to be deleted if the 
products remain on the market pending 
the completion of studies inlcude: 

(1) Trophic, decubitus, stasis, and 
arteriosclerotic ulcers. 

(2) Second- and third-degree burns. 

(3) Circumcision and episiotomy. 

(4) Vaginitis. 

(5) Specific use as an irrigating agent 
in: Abscesses, fistulae, and sinus tracts; 
otorhinolaryngologic wounds; and 
superficial hematomas. 

c. Elase ointment with 
chloramphenicol (Elase- 
Chloromycetin™] should be placed in 
Category IIIA because there are 
insufficient data demonstrating 
effectiveness of this combination 
product. Additional studies should be 
completed to demonstrate the 
effectiveness of the combination 
product. It is recommended that a period 
of 3 years be permitted for completion of 
the studies. The primary study should be 
a double-blind clinical trial to compare 
the safety and effectiveness of Elase- 
Chloromycetin ointment to Elase 


ointment and to a placebo in a 
management of a variety of infected 
skin lesions. The study should be 
designed to show that each individual 
ingredient contributes to the claimed 
effects of the combination. During the 
period the studies are being conducted, 
the labeling should be modified to 
remove the indication for use in burns. 
During the deliberations of the 
Surgical Drugs Advisory Committee, 
Parke-Davis and Company provided 
details of a suggested protocol and 
suggested modified labeling (Ref. 11). It 


‘is recommended that the Bureau of 


Biologics review these submissions. In 
addition to the application of the 
protocol suggested by the manufacturer, 
it is recommended that more objective 
means to measure wound healing be 
employed. 

This should include photographs 
taken under controlled conditions and 
the use of tracings which may be 
transferred directly to records. Also, 
wound culture methods should be 
designed to detect the presence of 
anaerobic organisms. Swab cultures 
alone are considered to be inadequate. 
There is also a need for thorough follow- 
through of all patients accepted into the 
study and for careful design for the 


evaluation of results. 


d. Regarding the potential for adverse 
reactions from chloramphenicol 
absorption from the wound into the 
systemic circulation, a separate, smaller 
study is recommended, selecting 
patients with more extensive wounds 
which require larger amounts of the 
Elase-Chloramphenicol ointment. 
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19. Blood Grouping Diagnostics 
Generic Statement 


1. Introduction. The clinical and 
laboratory investigations that followed 
discovery of the ABO and Rh blood 
groups have shown clearly that blood 
almost always can be infused without 
acute hemolytic reactions if certain 
laboratory tests are done before 
transfusion. These are (1) ABO grouping, 
(2) Rh typing, (3) testing of donor and 
recipient for selected blood group 
antibodies ‘and (4) testing, by means of a 
crossmatch procedure, for potential 
incompatibility between donor and 
recipient. Licensed reagents for these 
tests include (1) blood grouping serums, 
(2) reagent red blood cells (human) and 
anti-human serum. These are used with 
samples of serum or red cells to do the 
testing required for some of the 
processing of donor blood, typing of . 
recipient blood, detecting antibodies in 
donor serum, and finally, crossmatching 
between the intended donor and the 
recipient. All these tests are based on 
the principles of immunologic reactions 
involving antigens and antibodies. 

The blood group. antigens are complex 
biochemical structures that make up 
part of the red cell membrane. The 
corresponding antibodies are similar to 
other antibodies in that they are formed 
as a result of previous exposure to a 
specific antigen and, like other 
antibodies, they react with these 
antigens under appropriate conditions. 
The resulting antigen-antibody complex 
provides an indicator for the blood 
typing, antibody detection, or 
crossmatching tests. 

In the laboratory a reaction between 
red cell antigens and the appropriate 
antibodies results in one or more of the 
following events (Ref. 1): (1) Hemolysis 
(destruction) of the cells, (2) 
agglutination (clumping) of the cells 
and/or (3) coating of red blood cells 
with antibody without demonstrable 
hemolysis or agglutination. 

When hemolysis or agglutination 
occurs in a crossmatch test for example, 
positive tests are easily noted and are 
clear indiators that the recipient's 
antibody involved may be clinically 
important. Not all dangerous antibodies, | 
however, react with red cells to produce 
such obvious evidence of their 
hazardous potential. In many cases, red 


- cells become coated with antibody (i.e., 


are sensitized) without demonstrable 
hemolysis or agglutination. When this 





sensitization occurs in vivo the antibody 
coated cells are frequently recognized 
by the body as incompatible and are 
removed rapidly (Ref. 2). Such 
antibodies can usually be detected by 
the antiglobulin or Coombs test. This 
test depends upon the fact that the 
reaction between red blood cells and 
these antibodies leaves the cells coated 
with antibody protein, or with various 
complement components, or with both. 
These red cell-bound proteins are 
detected most easily and reliably by the 
antiglobulin test in which the cells are 
reacted with Anti-Human Globulin 
Serum as discussed later in this section. 


2. The complement system. 
Immunologic reactions between red 
blood ceii antigens and their 
corresponding antibodies involve, at 
times, a family of plasma proteins 
known as the complement system (Ref. 
3). In the blood stream the complement- 
antibody-red cell interaction often 
causes antibody coated red blood cells 
to be removed from the circulation. In 
the test tube a reaction between 
antibody and red blood cells can also 
involve proteins of the complement 
system when they are present in active 
form. 

In vitro, complement-antibody-red cell 
interactions lead to two possible 
consequences (Ref. 4). 

a. If the antibodies are of the 
complement-fixing variety, red cell 
hemolysis may occur. Such antibodies 
- are usually IgM, but some antibodies, 
especially anti-A, in the IgG class also 
cause hemolysis in this way. 

b. Certain antibodies, particularly IgM 
cold agglutinins, may react with red 
cells and, as part of this reaction, fix 
some complement proteins to the red 
cell membranes. Under some conditions, 
the bond between the two blood cells 
and the antibody is subsequently 
broken, leaving the cells free of 
antibody but coated with complement 
components. Hence, a test under these 
circumstances to detect the original 
antibody-red cell interaction will be 
negative unless it is also capable of 
detecting the presence of the 
appropriate complement components on 
the red cells. 


The Complement Reaction Sequence 


The complement system consists of at 
least 11 different proteins that interact 
in a sequential fashion. Complement 
components are abbreviated by the 
capital letter C and an appropriate 
numeral from 1-9, e.g., C1, C2, C3, etc. 
The addition of a lower case letter, e.g., 
C3a, C3b, indicates fragments of the 
components anda baroverthe term _ 
indicates the activated form, e.g., C1, C2, 
C3, etc. These components interact in a 


numerical sequential fashion except for 
C4 which reacts with C1 so that the 
reaction sequence becomes C1, C4, C2, 
C3, C5 through C9. 

This reaction sequence, the so-called 
classical pathway, can be initiated by 
diverse biochemical or immunological 
reactions, but only those related to red 
cells and blood group antibodies will be 
considered here. A second reaction 
sequence, called the alternative 
pathway, has been described but will 
not be included in this discussion since 
current evidence indicates that it is not 
related to immunological reactions that 
are important in blood transfusion 
practice. The reactions can occur in vivo 
or in vitro and do not always involve the 
complete sequence of complement 
proteins. Three phases of the reactions, 
recognition, attack, and lysis, have been 
defined. In addition, reaction control 
mechanisms are present and include 
either decay of selected components or 
inhibition of further reactions by specific 
inhibitors. ; 

a. Recognition. The binding of one 
IgM or two adjacent IgG blood group 
antibody molecules to a red cell 
membrane is sufficient to initiate the 
complement reaction sequence. Calcium 
links Cig, Cir, and C1s into a 
macromolecular complex. The Ciq 
fragment of this complex reacts with cell 
bound antibody and is activated to form 
Ci which, in turn, acts on C4. 

b. Activation. The action of C1, 
particularly the Cis fragment, converts 
C4 to C4b by splitting off a fragment 
known as C4a. C4b, in conjunction with 
the previously established Cigrs- 
antibody-red cell complex binds to.an 
adjacent location on the red cell 
membrane. Here the C4b combines with 
C2a which had been previously 
generated by the action of C4b on 
circulating C2. C4b, C2a and magnesium 
establish the C4b,2a activation enzyme 
which next acts on C3. 

c. Lysis. C3, under the influence of 
C4b,2a is activated to C3b by enzymatic 
removal of the C3a peptide. Some C3b 
molecules join the C4b,2a complex to 
establish a new complex C4b,2a,3b, 
which reacts with C5, activating it to the 
C5b form and releasing C5a. Other C3b 
molecules do not participate in the 
formation of C4b,2a,3b complexes but 
instead are acted upon by C3 inactivator 
and converted to C3d (Ref. 5). C3d is a 
cell-bound component. Although it is 
apparently biologically inert, its 
presence can be used as a reliable 
indicator of previous antibody-red-cell _ 
interactions (Ref. 6). When the C4b,2a,3b 
complexes bind to cells there may be a 
progression of the activation sequence 
through the C9 state ending in cell lysis. 
In some cases, the sequence stops at C3, 
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so that red cells are coated with C 
proteins but not lysed. 

3. Blood grouping serum—a. 
Introduction. In 1900 Karl Landsteiner 
observed that the serum of normal 
humans frequently agglutinated the red 
blood cells of other individuals. A year 
later he reported that the reactions 
showed a “peculiar regularity” which 
separated human blood into three 


‘phenotypes. It is now known that these 


agglutination reactions were the visible 
indication of interactions between 
antibodies in the serum of one 
individual and the homologous red 
blood cell antigens of another. The 
phenotypes he described were A, B and 
O, although these letter designations 
were not universally accepted until 
many years later. 

Immediately, Landsteiner and others 
suspected that human red cells might 
possess more than the two unique 
antigens, A and B, already observed and 
began a search for new blood groups. 
Looking for additional blood group 
antibodies, these early workers tested 
many serums from normal persons, but 
none were discovered by the methods 
available at that time. They turned, then, 
to the injection of human red cells into 
laboratory animals in an effort to 
stimulate production of antibodies that 
would identify new blood groups. These 
experiments were successful, and the P 
and MN blood groups were detected and 
reported in 1926. Shortly thereafter, 
antibodies specific for P and M were 
also found in human serum, but it was 
not until 1940 that the important Rh 
blood group system was recognized, The 
Rh antigens, like nearly all of the 400 or 
more blood group antigens now known 
(Ref. 7), were detected because the 
corresponding antibodies were found in 
the serum of a patient. The Rh 
antibodies are almost always stimulated 
by transfusion or by pregnancy. In the 
latter case, small numbers of fetal red 
blood cells cross the placenta, enter the 
maternal circulation, and induce 
production of one or more blood group 
antibodies. 


b. Source. Blood Grouping Serum is 
serum containing a blood group 
antibody which, when used as directed 
by the manufacturer, will detect the 
presence or absence of one or more 
specific blood group antigens. Most 
Blood Grouping Serum is prepared from 
human rather than animal sources, 
although some reagents prepared in 
rabbits and goats_are currently licensed. 
In some cases, plasma is harvested from 
persons who have been immunized by 
pregnancy or transfusion and have 
produced antibodies that can be 
processed into a suitable reagent. 
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Nearly all of the less widely used and 
less important blood grouping serums 
(e.g., Anti-Kp*, Anti-Kp®, Anti-S, Anti-3, 
Anti-Di*, etc.) are prepared from such 
starting material. Other blood grouping 
serums (e.g., Anti-A, Anti-B and Anti-D) 
are needed in such large quantities or 
must be of such potency (see below) 
that additional stimulation of selected 
donors is required. In such cases, donors 
are stimulated by injection with blood 
group substances or appropriate red 
cells and, if suitable antibodies result, 
these donors are then plasmapheresed 
on a regular schedule to obtain Source 
Plasma (Human) for further processing 
into Blood Grouping Serum. As 
mentioned earlier, only a few blood- 
grouping serums, such as anti-M, anti-N, 
anti-P,, anti-Le* and anti-Le, are 
prepared by immunization of laboratory 
animals. 

c. Indications for use—(1) 
Pretransfusion testing of recipients. 
Before transfusion, it is essential to test 
the red blood cells of the recipients with 
anti-A, anti-B, and anti-D to determine 
their ABO groups and Rh(D) types. 
Many other Rh blood antigens are 
known, and Blood Grouping Serums for 
some of these are easily available (anti- 
C, anti-E, anti-C”, anti-c, anti-e, etc.), but 
only tests for the D antigen are required 
for routine purposes. The reasoning for 
this decision has been developed in the 
section on Rh typing under Whole Blood 
(Human). 

(2) Testing of donor blood. All.donor 
blood must be characterized as to ABO 
group and Rh(D) type. To accomplish 
this, the donor red blood cells must be 
tested with anti-A, anti-B and anti-D. 
Routine tests for other blood groups are 
neither required nor advised. 

(3) Pretransfusion testing of donor red 
cells when the recipient has been 
previously immunized. The serum of 
certain recipients who have been 
previously transfused or pregnant will 
contain one or more blood group 
antibodies. Such persons must be 
transfused with blood lacking the 
corresponding antigen if a transfusion 
reaction is to be avoided. The 
compatibility test or crossmatch is an 
important procedure because it can 
usually detect evidence of potentially 
dangerous antibodies in the recipient's 
serum. When the specificity of the 
antibodies is known and an appropriate 
blood-grouping serum of the same 
specificity is available, it is useful to test 
red cells from the intended donor to be 
certain that they lack the antigen in 
question. Such tests, of course, depend 
upon previous identification of the 
recipient's serum antibody (see section 
on Reagent Red Blood Cells). 


(4) Testing of red blood cells for 
genetic, medicolegal, or research 
purposes. Because red blood cell 
antigens are inherited characteristics 
and because they do not, for all 
practical purposes, change throughout 
life, their presence or absence can serve 
as useful genetic markers. Red cell 
antigens, for example, have been used to 
exclude paternity, identify blood stains, 
determine twin zygosity, and establish 
family relationships. Such studies and 
others rely on blood grouping serums. 

d. Safety and effectiveness. The 
effectiveness of any blood-grouping 
serum is evaluated by its ability, when 
used as directed by the manufacturer, to 
type correctly the blood cells being 
tested. A positive test result is indicated 
by agglutination (i.e. clumping) of the 
red cells. An ideal serum is one that is 
both highly specific and sensitive. 
Specificity refers to the ability of the 
serum to react with a given blood group 
antigen but with no other. Since Blood 
Grouping Serum is nearly always 
derived from the plasma of individuals 
who possess antibodies against more 
than one blood group antigen, a 
manufacturing process is required to 
remove or neutralize the unwanted 
antibodies. Appropriate tests on the 
final product are essential to show that 
unwanted antibodies have been 
removed and additional tests are 
required to show that the original 
specificity is retained at the end of the 
dating period. In some very rare cases 
the desirable antibodies do not maintain 
adequate reactivity throughout the 
storage period, while activity of 
antibodies that originally had been 
adsorbed or inactivated return. 

Sensitivity, the capability of a blood 
grouping reagent to detect the weaker 
reacting red cell antigens of the claimed 
specificity, is an equally important 
characteristic of licensed Blood 
Grouping Serums. 

While many individuals develop 
blood-group antibodies as.a 
consequence of transfusion or 


-pregnancy, only a few produce serums 


with sufficient potency to be useful as 
blood grouping reagents. Unlike 
chemical reagents that can be measured 
in absolute terms, standards of potency 
for blood-grouping serum can be 
established only by comparing the test 
serum with a reference serum by 
titration, a test that applies subjective 
criteria concerning the strength of the 
agglutination produced by increasing 
dilutions of serum. In the usual titration 
a series of tests is done; each succeeding 
tube in the series contains half the 
amount of serum present in the previous 
tube. The end point is recorded as the 
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greatest serum dilution (e.g., 1:2, 1:4, 1:8, 
1:16, 1:32, etc.) in which test cells are 
agglutinated. The reaction strengths are 
scored by one of several arbitrary 
grading systems. Federal regulations 
(Ref. 8) mandate that actions be graded 
as follows: 


4+—cell button remains in one clump; 

3+—cell button dislodges into several 
clumps; 

2+—cell button dislodges into many 
small clumps of equal size; 

1+—cell button dislodges into finely 
granular, but definite small clumps; 
and, 

D—cell button dislodges into fine 
granules but not definite small clumps. 
Results shall be recorded as doubtful. 


Requirements for both sensitivity and 
specificity of Blood Grouping Serums 
are arbitrary but have resulted in 
reagents that are reliable and effective. 
For some reagents (e.g., anti-A, anti-B, 
anti-D, anti-A,B, anti-CD and others) 
reference serums are available from the 
Bureau of Biologics. Manufacturers must 
demonstrate that their reagents are at 
least as potent as these reference 
standard serums. For other blood 
grouping serums reference standards are 
not supplied but regulations define 
minimum potency standards that such 
serums must meet. These standards are 
expressed in terms of the titration value 
that a serum must reach to be 
acceptable. Reagents that are generally 
in good supply such as anti-K, anti-k, 
anti-Fy*, and anti-C™ must show at least 
a 1+ reaction with a 1:8 dilution of the 
antiserum. Others, such as anti-S, anti-s, 
anti-P;, anti-M, anti-I, anti-e (saline), 
anti-¢ (saline) and anti-A:, need react 
only at a 1:4 dilution; antibodies in even 
shorter supply are acceptable if a 2+ 
reaction is seen with undiluted serum. 
Clearly these regulations suggest that 
weaker reactions are acceptably safe, at 
least for reagents that are used 
infrequently and in special 
circumstances. There are no controlled 
studies to show that blood grouping 
serums which meet current regulations 
are effective, nor are any now needed. 
The vast clinical experience gained from 
the millions of accurate blood typing 
tests done each year indicates a high 
level of effectiveness for the reagents, as — 
currently prepared. 

Whether reagents meeting a different 
standard, for example, more diluted, 
would be equally acceptable is 
unknown. The question is important 
since the starting material for 
production of Blood Grouping serum 
almost always requires 
hyperimmunization of donors, a 
procedure not without risk as discussed 
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elsewhere in this report (See Donor 
Immunization and Hyperimmunization). 
If satisfactory reagents can be prepared 
using smaller amounts of starting 
plasma, the benefit will be obvious. 
Unfortunately, the required data relating 
to effectiveness are not available. 

The Panel recommends that studies be 
designed and instituted to determine the 
lowest titer of antibody that will 
produce an effective agent. Such studies 
should especially address the 
production of anti-A, anti-B, anti-A,B. 
anti-D and other Rh antiserums. 

Current Federal regulations (21 CFR 
660.26(c) (1), (2) and (3)) define 
specificity tests to ensure that Blood 
Grouping Serums are free from 
unwanted or contaminating antibodies. 
The Panel believes that requirements to 
test candidate serums against red blood 
cells containing some antigens, e.g., Co”, 
Do*, Do», Yt®, and M&, will be difficut to 
meet since antiserums to prove that test 
cells possess these antigens are not 
easily available. Thus, it is 
recommended that these requirements 
be reviewed and modified. 

e. Methodological considerations. (1) 
There are several commonly used 
methods for testing blood types. Serums 
prepared and standardized to produce 
acceptable results by one method may, 
when used by another, give weak or 
even incorrect answers. 

{a) Slide or rapid tube tests. Blood 
grouping serums for these tests must 
react appropriately when tests are done 
on slides or in tubes. When slides are 
used, a red cell suspension of 
approximately 50 percent in autologous 
or compatible serum or plasma usually ~ 
is required, although some 
manufacturers specify cell 
concentrations of 5 to 15 percent. For 
some serums (e.g., anti-C, anti-D and 
others) results must be interpreted by 
observing the test over a heated 
viewbox. Such serum usually contains a 
potentiating agent such as bovine serum 
albumin. Slide tests are generally less 
sensitive than tube tests and are not 
frequently done. There is no evidence, 
however, that properly performed slide 
tests are inaccurate, and there is no 
reason to suggest that reagents for slide 
tests are unsafe. 

When blood from some patients is 
tested with anti-D by slide tests, false- 
positive results may be seen. Similar 
considerations apply to modified tube 
tests. These false results are caused by 
clumping of the patient's cells by his or 
her own serum or by some component of 
the reagent other than the antibody 
itself. It is essential to provide a control 
for these false positive results by 
simultaneously testing the individual's 
blood alone and with the diluent 


medium of the blood grouping serum. 
Recently it has become clear that bovine 
serum albumin solutions are not ideal 
for this control purpose (Ref. 9) probably 
because some marketed reagents 
contain agglutination-potentiating 
substances other than albumin. The ° 
appropriate control material is the 
serum diluent medium itself added to 
serum lacking the specific antibody. 
Such control materials add a small but 
definite measure of safety to blood- 
grouping tests. Manufacturers should be 
required to make appropriate control 
materials available for use with their 
anti-D serum. 

When testing donors it is also 
possible to get false-positive results by 
the same mechanism. Because donors 
are almost always healthy, such~ 
problems are infrequent. Furthermore, 
they do not compromise patient safety 
since the worst that can happen is the 
classification of an Rh negative donor as 
Rh positive. As such his/her blood will 
be given to an Rh positive recipient. But, 
as is well known, the use of Rh negative 
blood in Rh positive recipients is 
without added risk. Hence the Panel 
does not believe that the added cost of 
an Rh control is justified in the testing of 
donor blood. 

“Modified tube” tests are done using 
red cells suspended in serum or plasma. 
While the relative amounts of cells and 
serum in the mixture are not critical, 
acceptable ranges should be defined in 
the instructions to the user. False- 
positive reactions, as described above, 
may be seen and a control reagent 
lacking the antibody should be 
available. 

(b) Tube tests. Red blood cells, 
suspended in saline or in compatible or 
autologous plasma, may be tested by 
any of several methods including: 

{i) Incubation at 37°C and 
centrifugation, 

(ii) Incubation at 4°C and 
centrifugation, 

(iii) Incubation at room temperature 
without centrifugation, 

(iv) Immediate centrifugation and 
reading without incubation, 

(v) Incubation at 37°C, washing, and 
testing with Anti-Human Serum (see 
below), and 

(vi) Some combination of above. 

Tube tests are commonly used for 
most blood bank work. Methods that 
can be completed without long 
incubation times or additional 
procedures such as the use of Anti- 
Human Serum are preferred for routine 
tests such as those for A, B, or D. Other 
methods, including those that use Anti- 
Human Serum, are used when simpler 
procedures are not sufficiently sensitive. 
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(c) Tests with automated equipment. 
Two automated blood-typing machines 
are currently available. These machines 
require reagents that are prepared 
specifically for this purpose since 
reagents that meet standards for tube or 
slide tests may not yield satisfactory 
results when used by automated 
methods. Licensed reagents for such 
equipment must, after a two-fold 
dilution, be potent enough to detect the 
antigen on heterozygous red cells. 

f, Labeling and packaging—({1) 
Packaging. Blood grouping serums, 
excluding those intended for use in 
automated equipment, are packaged in 
dropper vials containing between 1 and 
10 mL of reagent. Suggestions that 
packaging should be permitted in 
amounts greater than 10 mL have been 
rejected (Ref. 10) because of the 
potential for error that accompanies the 
transfer of reagents from larger to 
smaller containers. The Panel 
recommends that bulk packaging for 
some reagents, e.g., anti-A or anti-B, is 
reasonable for some large users and 
should be allowed. 

The dropper bulb must be black or 
color matched with labels of reagent 
bottles that allow for color coding. 
Suggestions that white dropper bulbs be 
allowed have been rejected (Ref. 10) 
because of the desire to restrict the use 
of white dropper bulbs to Anti-Human 
Serum. The Panel agrees that these 
cautions are justified and supports the 
current regulations as written. 

(2) Labeling. Labeling for blood 
grouping serums includes the vial label, 
the package label if a package is 
provided, and the package insert. Since 
some vials contain only 1 or 2 mL of 
serum, the amount of space on the label 
itself is restricted and regulations 
require that only a limited amount of 
information appear on the label. 
Additional information may appear 
either on the container label or the 
package label. The remainder of the 
information, including directions for use, 
may be provided in the package insert. 
This procedure is satisfactory, and the 
Panel sees no need to suggest major 
revisions. 

g. Other recommendations. (1) The 
Panel concludes that the reviewed Blood 
Grouping Serum products should be 
placed in Category I. 

(2) Current labeling arrangements 
with some information on the vial label, 
some onthe package, and some 
included in the package insert are 
appropriate. The Panel recommends that 
the vial label, because of its small size, 
be reserved for critical information 
concerning product identification and 
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safe storage procedures, the lot number, 
and the manufacturer’s name. 

4. Reagent Red Blood Cells—a. 
Introduction. Reagent Red Blood Cells 
are prepared from selected human red 
blood cells and are intended to detect or 
identify human blood group antibodies. 
The blood from which these cell 
preparations are made is collected, 
diluted with an anticoagulant 
preservative solution, packaged, and 
distributed. The blood types of the red 
cells, the packaging, and the circular of 
instructions determine, to a large extent, 
the ultimate use of the. cells. For 
example, A and B cells are universally 
used in the reverse-typing or serum- 
grouping test to confirm the ABO type 
determined by cell-typing methods, 
while O cells are used for either 
antibody detection or antibody 
identification outside the ABO blood 
group system. 

b. Source. Reagent Red Blood Cells 
from adults are collected by producers 
that meet applicable regulations applied 
to donors of human blood for 
transfusion. These regulations ensure 
the safety of both donor and-product. 
Since the same procedures cannot be 
applied to the collection of blood from - 
newborn infants, manufacturers of cord 
red cells, which are used for tests of 
specificity in the I, blood group system, 
must collect them in institutions that 
have large obstetrical services. One 
donor {i.e., one umbilical cord) can 
provide only a limited number of red 
blood cells; thus, products prepared 
from cord red cells, unlike those from 
adults, consist of pools from many 
infants. 

c. Indications for use. (1) As reagents 
to assist in determination of the ABO 
group of patients or blood donors. 
Almost all adults normally have, in their 
plasma, antibodies against the A and B 
antigens that are absent from their own 
red blood cells. For example: 


Anti-B, 
.=| Anti-A. 
| Anti-A, anti-B. 
Neither anti-A nor anti- 
8. 


It is appropriate to confirm the ABO 
typing of patients or of blood donors by 
testing their serums for the expected 
antibody. Reagent Red Blood Cells of 
type A and type B are used for this 
purpose. The Type A cells must be of 
the A; subtype since the anti-A 
antibodies in the plasma of group B and 
group O persons always possess this 
specificity. Rarely, persons of type A2B 
and even more rarely persons of type 


Ag, have antibodies that react 
specifically with cells of the Ai subtype. 
In such cases, additional testing with Az 
cells may be helpful but is not essential. 

(2) As reagents for the detection of 
unexpected blood group antibodies. It is 
common practice to test the serums of 
patients and blood donors for clinically 
important blood group antibodies. This 
testing, also known as “antibody _ 
screening,” is done by mixing the serum 
to be tested-with Reagent Red Blood 
Cells intended for this purpose and 
subjecting the mixture to one or more 
tests for an antigen-antibody reaction. 
These “screening cells” must be of type 
O since antibodies of other than A or B 
specificity are being sought by this test. 

Issitt and Issitt (Ref. 7) estimate that 
there are at least 400 different blood 
group antigens. The red blood cells of 
any one blood donor can be expected to 
posses only a proportion of these, 
although antibodies to most may be 
dangerous. Blood group antibody 
screening tests of patients should be 
able to detect as many as possible of the 
antibodies that can occur and, of course, 
must detect those that are clinically 
most important. 

Federal regulations require that 
Reagent Red Blood Cells used for 
detection of unexpected blood group 
antibodies must contain at least the 


\ following antigens: D, C, E, é, e, K, k, 


Fy®, Fy®, Jk*, Jk®, Le*, Le”, P,, M, N, S, and 
8. Because it is impractical to find one 
donor whose cells have all these 
antigens, tests for antibody detection 
must be done using cells from two or 
more donors. These cells may be pooled 
or used individually, but in either case 
must together provide all the required 
antigens. If the test cells are pooled, the 
final pool must be prepared from equal 
volumes of cells from no more than two 
donors. If reagent cells are provided 
individually, each lot, but not each cell 
sample in the lot, must have cells 
positive for each of the listed antigens. 

The Panel believes that the goal of 
having each required antigen present on 
half of the cells in the final pool is 
appropriate. Limiting the pool of cells to 
two donors, as currently is done, is the 
best way to do this since it reduces the 
possibility of weak and misleading 
mixed field reactions. 

Because there is a general opinion, 
unsubstantiated by data, that weakly 
reacting antibodies are more easily 
detected using individual rather than 
pooled cells, the use of pooled cells for 
testing patient serums has become 
infrequent. The disadvantage of using 
individual cells is that each patient's 
serum must be tested at least twice with 
the resultant increase in cost and labor. 
In the case of tests of donors, there is 
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good evidence (Ref. 11} that problems 
caused by antibodies in donor serum are 
so infrequent as to warrant a different 
approach, and antibody testing with 
pooled cells is acceptable in this 
situation. This.is in part because donor 
blood, when transfused, results in an 
immediate dilution of the donor 
antibodies by the recipient's plasma; 
this leads to at least a give-fold 
diminution in their concentration. In 
addition, the transfused antibodies 
encounter a large excess of antigen- 
bearing red cells. As a result, rarely, if 
ever, is the blood cell antigen to 
antibody ratio such that the induction of 
dangerous hemolysis will occur. Finally, 
healthy donors do not usually have 
dangerous blood-group antibodies 
except, of course, for anti-A or anti-B. 
The Panel believes that testing of donor 
serum for unexpected antibodies using 
pooled cells is adequate. This subject is 
discussed further in the section on 
stored red cell products, testing of donor 
blood and antibody detection tests. 

For testing of patients’ bloods, the 
circumstances are significantly different. 
A transfusion of incompatible red blood 
cells into a patient who has even weak 
blood-group antibodies may lead to a 
serious hemolytic reaction. In addition, 
patients are far more liable to have 
blood group antibodies than are normal 
healthy blood donors; many of them 
have been transfused previously. Thus 
while pooled test red cells are 
acceptable for donor testing, they may 
or may not be acceptable for recipient 
testing. The Panel believes that the 
current practice, which allows the use of 
pooled cells for recipient serum 
screening, is safe provided tests are read 
microscopically, although perhaps not 
as sensitive as tests in which the cells 
are used individually. Studies are 
needed to clarify this significant 
problem. 

(3) As reagents for the identification 
of unexpected blood group antibodies. 
When unexpected red cell antibodies 
are found in the serum of a patient, it is 
good practice to identify their 
specificities. This requires testing the 
patient serum with a panel of Reagent 
Red Blood Cells of known antigenic 
constitution. These red cell panels are 
prepared by individually packaging from 
2 to 5 mL of diluted suspended cells 
obtained from each donor of a panel 
usually composed of 8 or 10 selected 
donors. The user is provided with 
information in the form of a graphic 
worksheet that lists the major antigens 
present or absent on the cells of each 
donor and a package insert with 
appropriate instructions. 





Each manufacturer is required to 
establish a dating period beyond which 
the test red cell product cannot 
reasonably be expected to give 
satisfactory results. The dating period, 
from 21 days to 45 days after 
phlebotomy, is based upon data filed by 
each manufacturer with the Bureau of 
Biologics. The Panel believes that these 
products are, at times, used beyond the 
specified dating period and suggests that 
an appropriate caution against this 
practice be included in the package 
insert. The Panel has concerns about the 
stability of cell reactivity for periods of 
up to 45 days, in view of published data 
(Refs. 12 and 13) about the weakening of 
some antigens during storage. The 
Bureau of Biologics should review all 
current license applications to ensure 
that the data are adequate to support 
current dating periods for Reagent Red 
Blood Cells in view of these new 
studies. 

Regulations specify that Reagent Red 
Blood Cells must have a cell 
concentration of no less than 2 percent, 
but specify no upper limit of 
concentration. It is common practice to 
provide this product with cell 
concentrations of approximately 5 
percent. Some users, however, prefer to 
use a more dilute suspension of cells 
and routinely dilute the product before 
use. Because of this, the Panel believes - 
that manufacturers should include 
instructions. about how to dilute these 
test cells before use and the expected 
useful life of such diluted cells. 

d. Safety and effectiveness. When 
shipped appropriately, stored and used 
as directed, and when the test results 
are interpreted properly, Reagent Red 
Blood Cells are safe and effective for all 
recommended indications. 

e. Labeling analysis. Labeling of the 
vial and the package are appropriate. 
The package insert should be more 
specific about loss of reactivity with 
storage, should caution against use after 
the end of the dating period, and should 
indicate how additional information 
about the test cells can be obtained. 

f. Recommendations. (1) Reagent Red 
Blood Cells (Human) should be placed 
in Category I. 

(2) Appropriate studies are needed to 
evaluate whether pooled test red cells 
are adequate for antibody detection 
tests in patients. 

(3) Package inserts should give 
specific instruction about how to obtain 
additional information about the test 
cells if it is needed. 

(4) Manufacturers should provide 
information about how to dilute test 
cells if a lower cell concentration is 
desired and the useful life of the cells so 
diluted. 


(5) The product name should be * 
“Reagent Red Blood Cells.” 

5. Anti-Human Serum—a. 
Introduction. In 1908, C. Moreschi (Ref. 
14) described the principal of a test that 
could be used to demonstrate the 
presence of antibody molecules on the 
surface of cells. Thirty-seven years later 
that test was rediscovered by Coombs, 
Mourant, and Race (Ref. 15) who used it 
to detect what were then known as 
blood-group blocking antibodies. These 
antibodies, found in the serum of some 
Rh-negative women, had been 
previously identified as the cause of 
hemolytic disease in Rh-positive 
newborn infants (Ref. 16). A year later 
Coombs and his coworkers used the 
same test to show that in some babies 
the disease was accompanied by an in 
vivo reaction between the infant's red 
blood cells and transplacentally 
acquired maternal antibodies. Later 
applications of the same test, now called 
the antiglobulin test, have included its 
use in the diagnosis of autoimmune 
hemolytic disease, the detection of drug- 
antibody-red cell interactions, the 
detection and identification of a 
multitude of bloed-group antigens with 
nonagglutinating alloantibodies, the 
investigation of suspected transfusion 
reactions and pretransfusion 
compatibility testing. The antiglobulin 
test depends upon the fact that the 
reaction between red blood cells and 
some blood group antibodies leaves the 
cells codted with antibody protein (IgG), 
with various complement components, 
or with both, but does not result in 
agglutination or hemolysis. These red- 
cell bound proteins are best detected by 
the antiglobulin test in which the cells 
are reacted with Anti-Human Serum. 

b. Anti-Human Serum. Rabbits or 
other animals such as goats injected 
with human plasma proteins produce 
antibodies against these proteins. The 
injection of human globulin leads to the 
production of anti-human globulin. 
When suitably processed, this anti- 
human globulin serum becomes a 
reagent capable of reacting with the 
same categories of human globulins that 
were present in the original immunizing 
material. Since a significant proportion 
of the human globulins are antibodies of 
the immunoglobulin G class, the reagent 
is a useful tool for detection of human 
IgG antibody. IgG molecules that have 
coated human red cells without causing 
agglutination will react with the anti- 
human globulin serum and cause visible 
agglutination of the antibody-coated red 
cells. As mentioned previously, antibody 
coating alone is often not adequate to 
cause agglutination of the cells, but does 
alter the red cells sufficiently so that 
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they are recognized as abnormal by the 
body and are rapidly destroyed. 

The injection of almost any human 
protein into a suitable animal will bring 
about antibody production. In this way 
reagents such as anti-IgA, anti-IgM, anti- 
IgG and antibodies against the various 
components of the complement system 
can be produced. ? 

c. Complement. As related to the use 
of antiglobulin reagents in transfusion 
practice, the salient points about the red 
blood cell-antibody-complement 
interaction are: 

(1) Some blood group antibodies react 
with blood cells by binding complement 
to the cell membrane. The antibodies 
then elute from the red cells leaving 
them coated with complement 
components but very little antibody. In 
vivo such reactions lead to hemolysis. In 
vitro they can be detected only by 
techniques that are sensitive to the 
presence of complement coating. The 
complement component that is present 
when such reactions occur in vitro is 
initially C3 and eventually C3d. 

(2) Antiglobulin reagents intended to 
detect such complement-coated red 
blood cells must contain adequate 
amounts of either anti-C3 or anti-C3d 
activity (Ref. 17). 

(3) The plasma from all normal 
persons contains smal] amounts of an 
IgM cold-reacting antibody called the 
normal, or naturally occurring, cold 
autoagglutinin. The amount of this 
antibody usually present in normal 
serum does not cause hemolysis of red 
blood cells. It may, however, lead to 
complement activation and fixation of 
C3 and C4 to red blood cells (Ref. 18). 
Such reactions have no clinical _ 
importance. These “false positive” tests 
can be avoided by limiting the amount 
of anticomplement in antiglobulin 
reagents intended for routine blood 
bank work (Ref. 6). 

(4) C3d coated red cells are found in 
some patients with hemolytic anemia 
and in some cases of hemolysis 
associated with drug hypersensitivity 
(Refs. 5, 18 and 19). In some of these 
patients the test for complement coating 
of the red cells is the only one that will 
be positive (Ref. 5). Thus, the 
antiglobulin test has diagnostic value 
besides its usefulness in blood 
transfusion serology. 

(5) Clinically important IgM blood 
group antibodies that fix complement 
almost always agglutinate or hemolyze 
red blood cells as well (Ref. 20). In these 
cases direct detection of complement by 
the antiglobulin procedure is rarely, if 
ever, necessary to prove that an 
antibody-red cell interaction has 
occurred, although it may he helpful. 





Federal Register / Vol. 50, No. 247 / Tuesday, December 24, 1985 -/ Proposed Rules 


(6) Clinically important IgG blood 

group antibodies almost always bind 

- directly to red blood cells. If adequate 
tests for the presence of IgG are done, 
tests for complement binding usually 
add nothing (Ref. 21). Occasional 
exceptions are known. 

d. Direct and indirect antiglobulin 
tests. The antiglobulin test is used to 
demonstrate that red blood cells have 
reacted with immunoglobulin molecules 
and are coated by either antibodies or 
some component of the complement 
system. The red cell-antibody 
intereaction may take place while the 
red cells are circulating (in vivo) or it 
may occur as part of a laboratory test 
(in vitro) in which serum to be tested for 
antibodies is mixed with normal red 
blood cells which carry the antigen(s) in 
question. : 

The direct antiglobulin test detects 
coating in vivo. Red cells from the 
patient are washed to remove unbound 
plasma protein and then reacted with 
Anti-Human Serum. No intermediate 
steps are involved. 

The indirect antiglobulin test is used 
to detect alloantibodies or ~ 
autoantibodies in a patient's serum or 
plasma. In performing the indirect test, 

* patient’s serum is mixed with 
antigenically appropriate red blood cells 
and allowed to incubate, usually at 
37°C, for from 5 to 120 minutes. The cells 
are then washed and tested with Anti- 
Human Serum. 

When positive, either test shows that 
antibody and red cells have reacted 
together. In the case of the direct test, 
the reaction occurred in vivo; in the 
indirect test it occurred in vitro. 

e. Indications—{1) Direct antiglobulin 
test—{a) hemolytic disease of the . 
newborn. In Hemolytic disease of the 
newborn (also known as 
erythroblastosis fetalis), antibody 
produced by the mother crosses the 
placenta and reacts with the unborn 
infant's red blood cells. This can occur 
only if certain conditions are met. 

(i) Maternal antibody must be 
directed against a blood group antigen 
present on the fetal red cells. 

(ii) The maternal antibody must be of 
the class (IgG) that is readily secreted 
across the placenta. 

When these conditions are met the - 
blood group antibody reacts with the 
unborn infant’s red blood cells.and may 
destroy a variable number of these fetal 


red cells before the child is delivered. At . 


birth, antibody coating of fetal red cells 
is evidenced by a positive direct 
antiglobulin test. 

While hemolytic disease of the 
newborn can result from almost any 
blood group incompatibility, the cases 
that occur when an immunized Rh- 


negative mother delivers an Rh-positive 
infant are best know. In this disease the 
infant's red blood cells are always 
coated with maternally derived IgG 
antibodies; for that reason only, 
antibodies with anti-IgG specificity need 
be present in the Anti-Human Serum 
reagents used for antibody detection 


* caused by Rh incompatibility. The 


findings are identical for almost all 
cases of hemolytic disease of the 
newborn caused by other antibodies. A 
very few cases have been reported in 
which the antibodies are detected by 
anticomplement reagents but not by 
anti-IgG (Refs. 22 through 24). Such 
cases are rare, have been reported only 
from outside the United States, and 
were tested only by the less sensitive 
slide method which is not used much in 
the United States. 

In hemolytic disease of the newborn 
caused by materno-fetal ABO 
incompatibility, the mother is usually 
type O and the child type A or B. In this 
disease, reactions with some United 
States licensed Anti-Human Serum 
reagents are negative, while others are 
positive. Reasons for these differences 
are obscure (Refs. 25 and 26). 

Anti-Human Serum is an effective 
reagent when used for the diagnosis of 
hemolytic disease of the newborn. 
Lebeling of the reagent should indicate 
that a negative test does not always rule 
out the disease, especially when ABO 
incompatibility is suspected. Anti- 
Human Serum reagents containing 
antibodies in addition to anti-IgG are 
net necessary for this purpose, but can 
be used if the anti-IgG reactivity is 
adequate to detect IgG-coated cells 
using an accepted in vitro test system. 
Anti-Human Serums that do not contain 
anti-IgG activity are unsatisfactory for 
detecting infant red cell sensitization in 
hemolytic disease of the newborn and 
should be so labeled. 

(b) Autoimmune hemolytic disease. 
The term autoimmune hemolytic disease 
(AHD) is often considered to be 
synonomous with autoimmune 
hemolytic anemia. Since all patients 
with AHD do not have anemia, the more 
general term will be used here. Patients 
with AHD can be classified as follows: 

(i) AHD warm antibody type. This is a 
pathological condition in which 
circulating red blood cells react in vivo 
with autoantibodies. This reaction, at 
times in association with complement 
fixation, leads to variable rates of 
destruction of circulating red blood 
cells. Red cells are usually coated in 
vivo with IgG, rarely with IgA, and/or 
complement components. The 
responsible autoantibodies are . 
produced by the patient himself/herself, 
and react with his/her own red blood 
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cells. Normally a person does not 
produce antibodies that react with his/ 
her own tissues. In approximately 80 
percent of cases of AHD with significant 
hemolysin the direct antiglobulin test is 
positive with Anti-Human Serum 
containing only anti-IgG. In some cases, 
only complement components, 
especially C3d, are present on the red 
blood cells; in other patients both IgG 
and C3d can be detected (Ref. 27). The 
pattern of coating protein, i.c., [gG alone, 
C3d alone, or both, may be of diagnostic 
value (Ref. 28). 

Use of Anti-Human Serum and the 
direct antiglobulin test is indicated in 
patients suspected of having AHD of the 
warm antibody type. An Anti-Human 
Serum reagent must contain a mixture of 
anti-C3d and anti-IgG, each in adequate 
amounts, to be satisfactory for this 
purpose. For a more definitive diagnosis, 
separate reagents, one pure anti-IgG and 
the other without anti-IgG but with 
adequate anti-C3d activity, are needed. 

(ii) Autoimmune hemolytic disease, 
cold antibody type. This disorder is a 
pathological condition in which 
circulating red blood cells react in vivo 
with autoantibodies that react as cold 
agglutinins in vitro (Ref.27). The 
autoantibodies involved are almost 
always IgM and are characterized by 
optimum reactivity at temperatures 
lower than 37° C (Ref. 28). In vivo, 
therefore, reactions between red cell 
and cold reactive autoantibodies 
probably occur predominately in areas 
of the body where temperature is 
lowest, for example, finger tips, skin, 
etc. where temperatures may reach 30— 
32 °C. These reactions invariably 
involve red blood cells, autoantibodies, 
and complement (Ref. 5). As the red 
blood cells, now coated with both 
antibodies and complement, circulate 
through warmer areas of the body, some 
are taken up by reticuloendothelial 
tissues and hemolyzed. Others have the 
unstable bond between the antibodies 
and red cells broken. This leaves 
circulating red blood cells coated with 
C3 which eventually converts into the 
C3d component of complement (Ref. 29). 
Because most red cells become coated 
with C3d by this mechanism, the direct 
antiglobulin test will be positive only if 
the Anti-Human Serum contains anti- 
C3d activity. Reagents intended for 
screening purposes must contain anti- 
C3d with or without anti-IgG. Reagents 
for definitive diagnostic purposes should 
be monospecific, that is, contain, 
anticomplement activity, particularly 
anti-C3d, and no anti-IgG. If anti-C4 is 
present, the amount should be such that 
reactions with normal red cells stored in 
the refrigerator as clotted samples will 





be negative. Red cells stored in this way 
may become sensitized with C 
components by the small amount of so- 
called normal cold agglutin present in 
most samples of human serum. 

(iii) Autoimmune hemolytic disease, 
drug induced. Autoimmune hemolytic 
disease, with or without anemia, is a 
relatively uncommon complication of 
therapy with many drugs in common 
use. Mechanisms by which drugs bring 
about the autoimmune state include 
(Ref. 18): Immune complex adsorption to 
circulating red blood cells; adsorption of 
drug to red cells followed by in vivo 
reaction of anti-drug antibodies with 
drug-coated red blood cells; drug-- 
induced alterations of the red cell 
membrane causing it to adsorb plasma 
proteins, including IgG; unknown 
mechanisms which, in some cases lead 
to serological findings indistinguishable 
from AHD, warm antibody type. The 
direct antiglobulin test is essential for 
diagnosis of these drug-induced diseases 
and, as in other types of AHD, the Anti- 
Human Serum used for screening 
purposes must contain both anti-IgG and 
anticomplement activity (Ref. 18). While 
IgG is the protein most often found in 
drug-induced AHD, cases are known in 
which complement occurs either alone 
or in combination with IgG. A reagents 
containing a mixture of both anti-IgG 
and anti-C3d is adequate for screening, 
but IgG and C3d monospecific reagent 
are needed for optimum testing in these 
cases. 

(c) Evaluation of suspected 
incompatible transfusions. The infusion 
of incompatible blood is a serious and 
occasionally fatal complication of 
transfusion therapy. Incompatible red 
cells react ‘promptly with circulating 
antibodies and either are destroyed 
immediately in the vascular system or 
hemolyzed more slowly by the body's 
reticuloendothelial tissues. In the latter 
case, antibody-coated red cells may 
circulate for a variable time before they 
are destroyed and can be detected in the 
recipients since they cause a positive 
reaction in the direct antiglobulin test. 
This is called a “mixed field” reaction, 
which is a mixture of agglutinated 
incompatible donor red cells and 
unagglutinated recipient cells. The 
evaluation of suspected incompatible 
transfusions is an accepted and valid 
indication for the use of Anti-Human 
Serum. Reagents for this purpose must 
contain anti-IgG activity either alone or 
with anticomplement. Pure 
anticomplement reagents are 
unsatisfactory. 

(2) Indirect antiglobulin test. When 
red blood cells are incubated in plasma 
or serum which contain antibody, a 


reaction will occur if the red cells 
contain an antigen against which the 
antibodies are directed. The cells, now 
coated with antibody, can be detected 
by any of several methods. The use of 
Anti-Human Serum is among the best of 
these, particularly for IgG antibodies 
that do not bring about agglutination or 
hemolysis of red cells after the original 
in vitro reaction (Ref. 30). 

* (a) Antibody detection tests (antibody 
screening). Serum from patients or blood 
donors can be tested for blood-group 
antibodies by mixing their serum with 
normal red cells selected for their 
antigen content and then testing these 
cells with Anti-Human Serum. The red 
blood cells used cannot possibly bear all 
of the known blood group antigens, but 
must possess those antigens considered 
to be most dangerous to potential blood 
recipients whose serums contain the 
corresponding antibodies. To achieve 
this goal usually requires testing a serum 
against two or three selected type O red 
cells, either individually or pooled. The 
exact techniques employed, for example, 
the ratio of serum to cells, the 
incubation time, the incubation medium 
(saline, normal serum, albumin, etc.) 
influence the sensitivity of the test. After 
incubation, the cells are washed and 
tested with Anti-Human Serum to see if 
an antigen-antibody reaction had 
occurred. A positive result indicates that 
the serum being tested contains blood 
group antibodies. The specificity of the 
detected antibody can be established by 
another series of tests. , < 

Nearly all blood group alloantibodies 
that require the use of Anti-Human 
Serum for detection require only a 
reagent with anti-IgG activity. Such 
blood-group alloantibodies sometimes 
also lead to complement coating of the 
red blood cells, but in nearly all 
instances the IgG antibody itself is also 
bound to the cell, usually in greater 
quantity and more readily detectable 
than the complement. Occasionally, 
antibodies that are detected by 
anticomplement but not anti-IgG have 
been reported (Refs. 22 through 24 and 
31 through 37). However, such 
antibodies must be very rare. Abelson 
and Wurzel (Ref. 38) in a communication 
to this Panel report studies of 4,980 
specimens. They found no reactions 
with “broad spectrum reagents” which 
were not also found with anti-IgG. Beck 
and Marsh (Ref. 39) report a combined 
experience of patient transfusion 
problems from 500 metropolitan New 

York hospitals along with blood donor 
antibody testing on more than 5.5 
million units. In no case was a blood- 
group alloantibody detected solely 
because of its complement-binding 
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capability. Petz (Ref. 40) has tested 113 
sera selected because they contained 
antibodies with presumed complement- 
binding ability. Of this group, there were 
only one specimen, an anti-S, in which 
the antibody could be detected by 
anticomplement alone. Applying these 
statistics to usual transfusion practice, 
Petz estimates that the largest hospital 
in the San Francisco Bay area can 
expect to find such an antibody only 
once in 12.5 years, while the average- 
sized hospital will encounter such 
antibodies only once in 107 years. 
While neither of these studies has 
shown the need for anticomplement 
activity, the results are preliminary and 
must be interpreted in light of the more 
than 20 years of experience with the 
antiglobulin test. An early report by 
Millison and Cutbush (Ref. 36) pointed 
out that to cause a positive antiglobulin 
reaction, some alloantibodies required 
an Anti-Human Serum with 
anticomplement activity. Reports from 
Stratton’s laboratory (Refs. 24, 31 and 
33), as mentioned earlier, suggest an 
important role for anticomplement as 
component of Anti-Human Serum. 
Pollack, Reiss and Treacy (Ref. 37) 
showed that in some cases a large 
amount of complement was attached to 
a red cell surface that was only weakly 
sensitized with IgG. Pollack (Ref. 41) has 
reported to this Panel that he has 
studied alloantibodies which caused 
severe transfusion reactions which were 


detected only by anticomplement. 


Finally, Sherwood, Haynes and Rosse 
(Ref. 34) have reported a hemolytic 
transfusion reaction caused by the 
failure of commercial antiglobulin 
reagent to detect complement. These 
reports document cases in which 
antibodies were detected by reagents 
containing anticomplement but not by 
anti-IgG alone. While cases where only 
complement is present on red cells are 
infrequent, there is little doubt that some 
blood group antibodies both bind to red 
cells and fix complement. In these cases, 
the amount of red cell-bound protein 
detected by a reagent containing both 
anti-IgG and anticomplement must be 
greater than the amount detected by 
either antiserum alone. Hence, broad 
spectrum reagents can be expected at 
times to yield stronger reactions which 
are easier to interpret that either anti- 
IgG or anticomplement alone. This 


.appears to be a reason to require the use 


of reagents with boty specificities, but 
data to’support this contention are 
inadequate. For the present, the Panel 
believes that reagents lacking 
antibodies against complement may be 
used for detection of red cell 
alloantibodies provided the package 
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insert warns that some antibodies may 
not be detected optimally. A multcenter 
study is underway to evaluate the 
requirement for anticomplement activity 
in the Anti-Human Serum used for this 
indication. This study should also 
evaluate the frequency and nature of the 
problems (‘false positive”) associated 
with reagents containing 
anticomplement. 

(b) Compatibility testing 
(crossmatching). Compatibility testing, 
also known as crossmatching, is done 
before transfusion to ensure that the red 
blood cells intended for transfusion will 
be compatible. The usual procedure . 
(Ref. 42) involves mixing the red blood 
cells of the intended donor with-the 
serum of the recipient. After incubation 
the mixture is washed and Anti-Human 
Serum is added. The procedure is 
identical to that used for antibody 
detection tests except that cells of the 
intended donor replace the selected 
screening cells used in the latter 
procedure. Since both antibody 
detection testing and compatibility 
testing are identical procedures except 
for the choice of cells, similar 
considerations apply to both. 

The Panel concludes that Anti-Human 
Globulin Serum is appropriately used in 
the indirect antiglobulin procedure as a 
part of donor-recipient compatibility 
testing. Anti-IgG is essential in this test. 
Until more definitive data are available 
to the contrary, the Panel concludes that 
additional anticomplement activity is: 
not required. If antiglobulin serum 
contains anticomplement it must have 
adequate ant-C3 or C3d. 
Anticomplement (especially ant-C4), if 
present, should not be in such amounts 
that false-positive reactions occur. If 
antibodies to C3 or C3d are absent in a 
reagent serum, the package insert should 
state that some blood group 
alloantibodies may not be optimally 
detected. These recommendations are 
the same as those for the use of Anti- 
Human Serum in the antibody detection 
procedure. 

(c) Detection of D*. The presence of 
absence or the D blood group antigen of 
the Rh blood group system is important 
since the differentiation of donors and 
recipients into Rh-positive and Rh- 
negative groups is based on the 
presence or absence of this one Rh 
factor. Some variants of the Rh antigen, 
termed D*, react weakly or not at all 
when tested with usual procedures (Ref. 
43). Despite these weak reactions these 
bloods are antigenically Rh positive and, 
if transfused into Rh negative recipients 
with high titered anti-Rh antibodies, 
could cause serious reactions. The D® 
antigen can be detected by several 


techniques, one of which involves the 
use of Anti-Human Serum. Cells to be 
tested are incubated with a reagent 
antiserum specific for the D blood group 
antigen. The cells, if D® positive, react 
with and become coated by the anti-Rh 
but are not agglutinated. The addition of 
Anti-Human Serum after the cells are 
washed agglutinates these cells, thus 
showing them to be D* positive. 

The Panel concludes that Anti-Human 
Serum is indicated for use in the test for 
D". The reagent needs to contain only 
anti-IgG for this purpose since all anti- 
Rh reagent antiserums used for D® 
testing are of IgG class and do not fix 
complement. 

(d) Red blood cell typing. Red-cell 
typing is done by mixing the cell to be 
tested with antiserums of known 
specificity and examining the mixture 
for evidence of a reaction. In many 
cases, the antiserums used do not 
agglutinate the red cells directly, and the 
fact that an antigen-antibody reaction 
has occurred (a positive test) can be 
determine most efficiently using the 
indirect antiglobulin test. This type of 
testing is required for many of the 
reagents now licensed for, red-cell 
typing. These include anti-Fy* serum, 
anti-K serum, anti-Lu* serum, and many 
others. The Anti-Human Serum used for 
these tests needs to contain only anti- 
IgG activity since complement 
components are not ordinarily involved 
in these reactions. The use of Anti- 
Human Serum in the indirect 
antiglobulin test is appropriate in these 
tests. 

f. Labeling analysis. The major 
portion of the labeling for Anti-Human 
Serum reagents is not on the package 
but in the package insert. This circular 
should provide the laboratory worker 
with sufficient information to use, store, 
and evaluate the product. For the sake 
of uniformity, package inserts should 
use similar terminology. For example, 
either of the terms “crossmatching” or 
“compatibility testing” are appropriate, 
but one should be selected as the proper 
one with appropriate synonyms in 
brackets. In a like manner, terms for the 
various immunoglobulins, complement 
components, and diseases (autoimmune 
hemolytic anemia versus acquired 
hemolytic anemia versus autoimmune 
hemolytic disease) should be 
standardized. 

A paragraph containing information 
about the specific antiglobulin activities 
present or absent in the reagent should 
be included. Methods used to determine 
these activities should be given in 
enough detail to allow the user to 
evaluate the product if necessary. In 
addition, the vial label should give 
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specific information about the antibody 
activities included in the product. p 

Detailed instructions for the use of the 
product should be included. Information 
about how to set up necessary controls 
is essential. 

g. Summary. Anti-Human Serum is a 
valuable reagent for blood bank work. 
The Panel recommends that it be placed 
in Category I. The use of Anti-Human 
Globulin Serum is indicated for: 

Direct antiglobulin test. 

(1) Diagnosis of hemolytic disease of 
the newborn. 

(2) Diagnosis of autoimmune 
hemolytic disease. 

(3) Evaluation of suspected 
incompatible transfusion reactions. 

Indirect antiglobulin test. 

(1) Antibody detection. 

(2) Compatibility testing. 

(3) Detection of D". 

(4) Red blood cell typing. 

Anti-Human Serum may-contain 
antibodies against any of the human 
plasma proteins; however, reagents for 
use in blood banks, transfusion services, 
or laboratories involved in the diagnosis 
of immunohematologic disorders should 
contain antibodies specific for 
immunoglobulin G and:selected 
components of the complement system. 
These may be present as individual 
components or may be mixed to produce 
Anti-Human Serum that has more than a 
single reactivity. Anti-Human Serum 
intended to screen patients for 
autoimmune hemolytic disease must 
contain activity against IgG and the C3d 
component of complement. More 
definitive characterization of these 
disorders requires reagents with either 
pure anti-IgG or pure anti-C3d activity. 
Reagents for all other indications must 
contain anti-IgG activity and may also 
have anti-C3 or C3d activity. In all cases 
the labeling must specify the antibody 
activities present, how tests for this 
were done, and the indications for 
which the reagent is suitable. Sufficient 
information must be included to allow 
the user to test the reagent to determine 
which antibody activities are present. 
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20. Hepatitis B Testing 


1. Introduction. Post-transfusion 
hepatitis has long been a serious 
medical problem. In 1970 the National 
Research Council estimated that there 
were approximately 30,000 cases of 
clinical post-transfusion hepatitis 
annually with a mortality rate of 
approximately 10 percent (Ref. 1). It was 
also estimated that there may be up to 
five times that many cases that are not 
clinically detectable. Other studies (Ref. 
2) estimated the risk at 6.4 cases per 
1,000 units of blood transfused, with 
one-third of these being icteric, but more 
recent studies suggest a higher risk, of 
between 7 and 10 percent of all blood 
recipients (Ref. 20). 

The discovery of the hapatitis B 
surface antigen (HBsAg), previously 
called Australia antigen (Au) or 
hepatitis-associated antigen (HAA) was 
a major scientific breakthrough toward 
characterizing the hepatitis B virus and 
decreasing the incidence of post- 
transfusion hepatitis (Refs. 3 and 4). 
HBsAg; which is thought to be the outer 
coat or surface protein of the hepatitis B 
virus, is released into serum in three 
major morphologic forms available on 
electronmicroscopy: as a 20-nm sphere, 
as an elongated tubular form, and as an 
outer coat component fragment of the 
complex 42-nm Dane particle (Refs. 5 
and 6). The presence in serum of HBsAg 
and studies of transfusion hepatitis have 
demonstrated an association between 
HBsAg and infectivity (Refs. 7 and 8). 
Testing all donor blood for HBsAg was 
mandated the Bureau of Biologics in 
1972 (Ref. 9) and has resulted in a 
significant reduction of hepatitis B 
related post-transfusion hepatitis (Refs. 
8 and 10). Other forms of hepatitis, 
including hepatitis A, but particularly 
the group of so-called non-A, non-B 
hepatitis now comprise the majority of 
post-transfusion cases (Refs. 12 and 13). 
However, there continue to occur cases 
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of type B post-transfusion hepatitis 
caused by blood found to be negative by 
the most sensitive tests currently 
available. New tests for other markers 
of hepatitis B infectivity, such as 
detection of antibody to the hepatitis B 
core antigen (HBcAg) may permit 
detection of potentially infective donor 
blood in some of these cases (Ref. 14). 

Test methods for HBsAg have 
improved rapidly. HBsAg was initially 
detected by agar gel diffusion, a test of 
low sensitivity requiring a long 
incubation time. When HBsAg testing of 
blood donors became mandatory in 
1972, second generation tests were 
required, that is, tests equal to or greater 
in sensitivity than counter- 
immunoelectrophoresis. These tests 
were more rapid to perform and had 
greater sensitivity than agar gel 
diffusion. In 1974, this category of tests 
was superseded by third-generation 
tests which are more reliable and 
reported to be 50 to 1,000 times more 
sensitive than counter-electrophoresis. 
Current third generation tests include 
radioimmunioassay (RIA), reverse 
passive hemagglutination (RPHA), and 
ezyme-linked immune adsorbant assay 
(ELISA). 

As set forth by the Bureau of 
Biologics, third generation tests for 
HBsAg are defined by the ability to 
detect certain HBsAg-positive serum 
samples in a Bureau of Biologics 
reference panel. This panel is comprised 
of HBsAg positive and negative samples 
and includes samples with greater and 
lesser amounts of the antigen. Both 
antigen subtypes, adw and ayw, are 
included. The reference panel also 
includes a variety of HBsAg positive 
specimens variously diluted, both to the 
current limits of detectability by 
available tests and to dilutions that are 
not detectable by any currently 
available method. New tests that may 
be introduced, must perform acceptably~ 
against this Bureau of Biologics’ serum 
panel. ; 

2, Test methods—a. 
Radioimmunoassay tests (RIA). 
Polyethylene tubes or another suitable 
“solid-phase” carrier such as a bead 
supplied by the manufacturer are coated 
with specific anti-HBsAg. When serum 
containing HBsAg is added to the anti- 
HBsAg coated “solid-phase,” the HBsAg 
will “attach” to the antibody. Excess 
serum is removed, and the solid-phase 
complex is washed, and radiolabeled 
anti-HBsAg is added. The anti-HBsAg 
becomes fixed to the “bound” HBsAg 
forming a (solid-phase) antibody 
antigen” !*5 I-labeled antibody 
“sandwich”. The radiolabeled antibody 
remains in the tube or on the “solid- 


phase” after a series of washes, 
producing a strongly radioactive tube or 
“solid-phase”. A serum nonreactive for 
HBsAg will not provide a site for 
binding of the readioactive antibody. 
Radioactive anti-HBsAg is therefore 
removed by the subsequent washes, 
resulting in a test with low radioactivity. 
RIA tests results are determined by 
counting radioactive emissions in a 
gamma counter and comparing test 


~ samples-with control standards. Reading 


of this test is thus objective. 

b. Reversed passive hemagglutination 
tests (RPHA). Reagent human 
erythrocytes are coated with specific 
antibody (anti-HBsAg) and stabilized by 
lyophilization. In the presence of 
HBsAg, the antibody-coated 
erythrocytes form a complex leading to 
a visible hemagglutination. If the 
antibody coatd cells are not 
agglutinated because HBsAg is absent 
or there is insufficient HBsAg in the 
sample, the antibody-coated 
erythrocytes settle in a recognizable 
nonagglutinated pattern, a sharp 
compact button. The interpretation of . 
this test is subjective; it requires 
distinguishing agglutinated-positive tests 
from unagglutinated-negative results. 

c. Enzyme-linked immune absorbent 
assay (ELISA). This test is similar in 
principle to “solid-phase” RIA tests 
except that enzyme-linked reagent 
antibodies of anti-HBsAg specificity are 
employed at the final stage to form a 
solid-phase antibody-antigen-enzyme- 
linked antibody “sandwich.” 

Instead of direct transfer to a gamma 
counter, a colorless enzyme substrate, p- 
nitrophenyl, is added to the “sandwich.” 
Hydrolysis of the colorless substrate by 
the enzyme linked to the anti-HBsAg 
forms a yellow end product. The 
intensity of the color, measured 
spectrophotometrically, defines the 
presence of HBsAg when appropriate 
controls are employed. Interpretation of 
this test is also objective. 

3. Antibody used for testing. 
Antibodies used for the detection of 
HBsAg in third generation tests vary 
considerably among the current licensed 
procedure. Antibodies raised in a 
variety of animals immunized with 
HBsAg as well as antibodies from 
humans are used. These are summarized 
in Table 1 below. As all test procedures 
have a significant incidence of false- 
positive reactions, some due to the 
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presence of heterospecific antibodies, 
all manufacturers recommend a 
neutralization test for confirmation of 
specificity. For confirmatory testing, all 
manufacturers provide human anti- 
HBsAg (with one exception where 
chimpanzee anti-HBsAg is used) to 
neutralize specifically the presumed 
antigen prior to the perfomance of the 
confirmatory detection test, which 
should become negative. Antibodies in 
all test procedures must also contain 
specificities to the two major subclasses 
of HBsAg, ay and ad. 

In some cases manufacturers offer - 
alternative test procedures employing 
different temperatures of incubation to 
shorten the time required for the test. 
These are to be used when the usual 
time required for performing the test is 
too great, and the need for the particular 
blood product is immediate. Short 
incubation time tests are usually less 
sensitive than tests performed in the 
standard manner with material from the 
same manufacturer. 


TABLE 1.—SOURCE OF ANTIBODY FOR 
LICENSED TESTS FOR HBSAG 


4. Test sensitivity and performance. 
Direct Comparisons of test sensitivity 
between RIA and RPHA have been 
made, In one study (Ref. 15), when 
comparisons were made by parallel 
testing of serial dilutions of HBsAG 
positive samples, RIA was able to detect 
one-fourth the quantity of HBsAg 
subtype ad and one-sixteenth the 
quantity of a subtype ag antigens when 
compared with RPHA. Another study, 
performed by the Bureau of Biologics 
and shown in Table 2 below, also 
indicates that RIA, in general, is more 
sensitive than RPHA. However, a third 
study (Ref. 16) indicates that the 
sensitivity of RPHA is comparable to 
RIA. 


TABLE 2.—COMPARATIVE SENSITIVITIES OF LICENSED THIRD GENERATION TESTS* 


HBsAg Sample No. (subtype) 





TABLE 2.—COMPARATIVE SENSITIVITIES OF LICENSED THIRD GENERATION TESTS*—Continued 


When comparing RIA and RPHA in 
their ability to detect HBsAg positive 
samples in populations containing 
‘ antigen positive and negative _ 
individuals, RIA testing results in a 
slightly higher detection rate. Some of 
the pubiished data are summarized in 
Table 3 below. 


Proficiency testing indicates superior 
performance of RIA when compared 
with RPHA in most cases. The AABB- 
CAP survey (Ref. 19), including eight 


proficiency test panels distributed over 
a 3-year period gave the following 
results: The percentage of correctly 
identified positive samples by RIA was 
between 98.5 and 99.8; by RPHA it was 
between 79.5 and 98:1. The differences 
between the two test methods was 
magnified if only weakly reactive 
positive samples were compared. This 
study also reported that in panels of 
HBsAg positive and negative samples, 
87.8 percent of participants correctly 
identified all samples by RIA but only 
55.8 percent by RPHA. 

In two more recent AABB-CAP 
proficiency test panels studied in 
February 1977 and February 1978, RIA 
also gave higher detection rates and 
correct response rates than did RPHA. 
These data can be summarized as 
follows: 


1977 (AABB-CAP PANEL) 


= 4 = (15), neo). 
"enponss/iota "resgonsesiota 


1776/1845 
315/320 


ers 5493 


ers e 


1978 (AABB-CAP PANEL) 


Proficiency tests sponsored by the 
Centers for Disease Control (CDC) gave 
inconsistent results. In the first CDC 
Panel (Diagnostic Immunology 1977 I, 
Hepatitis B, September 1977), RIA gave 
a 99-percent correct response rate as 
compared with RPHA which had a 93- 
percent correct response rate. In the 
second CDC Panel (November 1977), 
RIA and RPHA had equally good 
performance, both 99-percent correct, 
but RIA showed a higher false-positive 
rate. 

Evaluations of ELISA in comparison 
with RIA and RPHA have been few. In 
one study, in titration of HBsAg positive 
samples, ELISA gave results comparable 


HBsAg Pos. (7), 
number of correct 


responses/ total Percent 
responses 


3179/3207 
497/519 


esponses 
99.1 1293/1317 
95.8 211/220 


to RIA (Ref. 19). Titration studies 
performed by the Bureau of Biologics 
indicate ELISA to be less sensitive than 
RIA but comparable to RPHA (Table 2). 
In field tests, ELISA also gave results 
comparable to other third-generation 
tests, although the type of tests is not 
identified (Ref. 19). ELISA seems to be 
associated with a relatively high 
incidence of false-positive results (Ref. 
19). 

These data must be considered with 
caution. As there are a number of 
manufacturers of both RIA and RPHA 
test kits, it is possible that not all RIA or 
RPHA products are of equal sensitivity 
or performance. Although the currently 
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available data are few, there is reason 
to believe this is correct. Thus, 
comparisons of tests on a generic basis, 
e.g., RIA versus RPHA, may not be an 
entirely valid basis for drawing 
conclusions with regard to test efficacy. 
Finally, it must be appreciated that all 
data agree that any third-generation test 
is far superior to second-generation tests 
for screening blood donors for HBsAg. 

7. Summary..a. Third-generation tests 
for the detection of HBsAg in blood 
donors are far more sensitive and 
proficient than second-generation tests, 
and their mandated use has reduced the 
occurrence of hepatitis B in blood 
recipients. 

b. Among third-generation tests, RIA 
is most sensitive for the detection of 
small amounts of HBsAg. There are no 
data that relate such sensitivity to 
possible infectivity. 

c. In general, proficiency testing has 
demonstrated that RIA detects more 
HBsAg positive samples than other third 
generation tests. 

d. All currently available licensed 
third-generation tests meet minimal 
standards for safety and efficacy. 

e. There is some evidence that among 
RIA or RPHA tests there may be some 
variability in sensitivity and 
performance. 

f. There is evidence that short- 
incubation RIA is less sensitive than 
overnight incubation RIA. 

8: Recommendations. a. The licensed 
third-generation hepatitis testing 
reagents are recommended to be placed 
in Category I. 

b. A workshop should be organized to 
attempt to redefine third generation 
tests on the basis of an absolute 
minimal standard amount of HBsAg that 
must be detected by any method. All _ 
tests must be able to detect this minimal 
quantity consistently without an 
inordinate number of false-positive 
results, in order to be designated a third 
generation test. 

c. Studies relating test sensitivity with 
infectivity should be encouraged. 

d. The standard should be reviewed 
periodically to reflect new advances in 
the field which might result in tests of 
even greater sensitivity. 
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21. Antivenins - 
Generic Statement and Product Reviews 


1. Introduction. This statement 
reviews the licensed antivenins and the 
associated horse serum control 
materials. The products are Antivenin 
(Crotalidae) Polyvalent and Antivenin 
(Micrurus fulvius) manufactured by 
Wyeth Laboratories, Inc., and Antivenin 
(Latrodectus mactans) manufactured by 
Merck Sharp and Dohme. 

Therapeutic antivenins are the 
fractionated globulins from the serum of 
horses which have been immunized With 
a clinically important toxic venom. 
Three major preparations are available: 
(1) Polyvalent antivenin, (Crotalidae), 
the North American pit vipers, (2) 
antivenin (Micrurus fulvius), the North 
American Coral Snake, and (3) 
antivenin (Latrodectus mactans), the 
Black Widow Spider. These antivenins 
have a long history of. development and 
clinical use and have well-established 
indications for treatment of the 
respective envenomations, which 
include toxic bites of most of the 
significant indigenous North American 
animals from which life may be at risk. 

It is of note that many toxic animals 
from throughout the world have been 
imported into the United States into 
zoos, research institutes, and, in some 
instances, private collections. 
Occasional accidental bites from these 
animals constitute a smal} but serious 
health problem for the involved 
individuals. A volunteer organization 
has developed a network of information 
centers and repositories for antivenins 
appropriate to these exotic toxic 
animals, situated through the United 
States. These materials come from 
primarily foreign origins and are 
imported into the United States under 
individual IND exemptions at the 
present time, since their distribution is 
not regarded as primarily commercial in 
nature. 

‘Most animal venoms are complex 
mixtures of proteins and peptides that 
have a wide variety of biochemical and 
physiological activities which result in 
their toxic effects (Refs. 25 and 26). In 
the case of the venom of Crotalidae, 
several of the venom fractions have 
primarily local effects, resulting in 
inflammation, tissue necrosis, and 
vascular thrombosis. Other fractions 
have more general systemic effects, 
particularly the so-called “lethal 
fraction” which is primarily responsible 
for death of man or test animals. Other 
prominent systemic effects are induction 
of hemolysis and activation of the blood 
coagulation system (Refs. 3 through 10). 

This discussion will not include 
comprehensive consideration of the 
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management of toxic bites, but will 
focus on the use of antivenins. It is 
important to recognize the need for 
comprehensive understanding of the 
problems prior to treatment of such a 
patient. 

Antivenin is standardized by a 
biological test in mice for its protective 
effect primarily against the lethal factor. 
The components of these venoms which 
act locally may be variably neutralized 
by antivenin. Local injury may already 
have been produced’by the time venom - 


’ neutralization is attempted; and the 


antivenins themselves are not 
standardized for their action against 
these locally injurious components. 
Thus, it should be recognized that the 
Crotalidae polyvalent antivenin is a 
useful therapeutic agent primarily for its 
life-saving effect and that local injuries 
at the site of a bite may be quite severe 
even in face of adequate antivenin 
administration. It is important that the 
total management of these bites is 
understood by the person responsible 
for their treatment and that actions not 
be taken, such as excessive tissue 
cooling, obstruction of the arterial 
circulation, or widespread incision 
which may well increase’ the local tissue 
damage without any therapeutic effect; 
corticosteroid therapy should not be 
employed except on very specific 
indications. By contrast, the venoms of 
the North American Coral Snake and 
the Widow Spiders act predominantly 
against the central nervous system, _ 
frequently with little or no local reaction 


‘which predicts the degree of 


envenomation. The first symptoms 
suggesting that envenomation has 
occurred may be rapidly developing 
paralysis, including respiratory 
paralysis. The administration of 
antivenin in this situation is quite 
specific, but again it must be integrated 
into a program of management which 
includes support of the patient, with 
maintenance of adequate respiratory 
function and oxygen uptake (Refs. 11 
through 23). 

A wide variety of other systemic 
effects occur primarily in association 
with bites of pit vipers and to a lesser 
extent coral snake envenomations. 
Many of these appear to be related to 
activation of the coagulation system 
with associated fibrinolysis, 
thrombocytopenia, a variety of 
hemorrhagic manifestations, hemolysis 
and impairment of renal function. 
Maintenance of adequate hydration, 
blood pressure, and urinary output 
during recovery from a ‘bite is important 
for successful outcome. These effects 
are relatively short lived and commonly 
begin to correct themselves following 





adequate treatment with antivenin 
during the first 48 to 72 hours of 
treatment. In some instances, specific 
interventions such as red cell 
transfusions or correction of severe 
hemostatic defects may be indicated on 
the merits of the specific problem itself 
(Ref. 2). 

a. Nature and sources of immunizing 
antigens. A number of problems exist 
with regard to the sources and 
standardization of the immunizing 
antigens used in the preparation of 
antivenins. As noted previously, venoms 
are a complex mixture of materials with 
wide range of biochemical effects 
primarily due to their enzymatic 
activities. There appear to be variations 
between species and subspecies in the 
quantitative and qualitative 
characteristics of the venoms. There are 
also variations within a species over 
different geographic ranges and 
seasonal variability as well. There may 
well be variability in the venom 
obtained from a single individual animal 
depending upon the conditions under 
which the animal is kept, the frequency 
of venom removal and other factors not 
well understood (Refs. 12 and 16). 

In general there is not a serious 
problem of supply of snake venoms 
since these are available commercially 
from a number of serpentariums. This, 
however, does not eliminate the kinds of 
variability just mentioned. 

In the case of the venoms of the 
widow spiders, the problem is more 
serious. It should be noted that in most 
instances the venom is not a secreted 
product of the animals, but rather an — 
extract of the removed venom sacs of a 
large number of individual animals. 
Thus it will contain materials derived 
from the venom producing apparatus ih 
addition to the venoms themselves. 
There have been significant problems in 
obtaining reliable supplies of 
standardized venoms for the widow 
spiders. It is probable that little of the 
currently available antigenic venom is 
actually derived from the Black Widow 
Spider itself; rather it is derived from a 
variety of related spiders from both 
North and South America, the venom of 
which has a high degree of cross- 
reactivity with that of the Black Widow 
Spider. Since the antivenin produced 
with these antigens is useful in the 
treatment of toxic bites from this group 
of related spiders, it seems reasonable 
to rename the material to reflect this 
fact (Ref. 27). 

Not only must venoms be obtained for 
purposes of immunization of horses, but 
they must also be available in 
standardized and stable form for 
subsequent testing of the potency of the 
antibody that has been produced. This 


must be done both by immunochemical 
means and more importantly by in vivo 
mouse protective tests conducted by 
both the manufacturer and by the 
Bureau of Biologics which also tests the 
material for potency before release. 
Thus the secretion, procurement, storage 
and stability of the antigenic venoms is 
a crucial problem in the production of 
these materials. At the present time, the 
situation with regard to sources of 
appropriate venoms seems adequate, 


’ but one might easily envision situations 


in which particularly the venoms of the 
widow spider may be in very short 
supply. 

b. Antivenins prepared in other 
species. Because the products reviewed 
here are prepared in horses, their 
principle toxicity relates to horse serum 
sensitivity of the recipient. This has lead 
to a number of efforts to develop 
antivenins in other species, particularly 
in goats, so that at least small supplies 
may be made available to patients who 
are highly sensitive to horse serum, 
possibly as a result of previous 
treatment with antivenin. These efforts 
have not been commercially supported 
and at the present time there is no such 
alternative source of antivenin available 
in the United States. Nevertheless there 
remains a need for such products. 
Attention should be given to a variety of 
ways in which they might be produced, 
distributed, and utilized fer the 
treatment of these seriously 
compromised patients in whom 
desensitization to horse serum may be 
very hazardous, particularly if it is not 
carried out by someone thoroughly — 
familiar with the procedure and who has 
adequate monitoring capability and 
understanding of the management of 
anaphylaxis (Ref. 24). 

2. Indications. The primary indication 
for administration of antivenin is 
envenomation as the result of a bite. 
This deceptively simple criterion has 
many difficulties in its application. First, 
as many as 20 percent of toxic snake 
bites may not be accompanied by the 
injection of venom (Refs. 3 and 4). Thus, 
the presence of a bite alone does not 
provide an indication for the 
administration of antivenin. In the case 
of pit viper bites, usually local reactions 
promptly signal the occurrence of 
envenomation. Under some 
circumstances where venom is injected 
deeply into muscle or into a vascular 
structure, local reaction may be minimal 
or absent, and the first indications of 
envenomation are systemic symptoms. 
Furthermore, it is important to estimate 
the degree of envenomation in order to 
adminjster an adequate amount of 
antivenin. 
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Close observation of the patient and 
the site of the bite with periodic 
revisions of the estimate of the degree of 
envenomation and reassessment of the 
amount of antivenin administered are 
thus indicated in the management of 
these injuries. In general, 
underestimation of the degree of 
envenomation is more hazardous than 
overestimation, although maximum 
treatment with antivenin in every case 
cannot be justified on this basis. 

A number of grading systems for 
evaluating the‘degree of envenomation 
have been employed in the past. These 
systems may require a period of up to 12 
hours to permit accurate evaluation. 
This is of course well beyond the period 
of up to 4 hours when antivenin has its 
maximum therapeutic effectiveness. 
These delayed grading systems of the 
amount and/or severity of * 
envenomation may have utility in 
predicting or evaluating ultimate clinical 
outcomes, or in clinical investigation, 
but they should not be employed in 
labeling as a guide to therapeutic 
antivenin administration and dosage. 
Emphasis must be given to the necessity 
of an early clincial judgment about 
degree’ of envenomation as the basis for 
prompt administration of antivenin. 
Labeling material should reflect this 
position. 

The bite of the Coral Snake, as noted 
previously, may be associated with no 
local symptomatology other than the 
superficial injury of the bite itself. In 
these patients, very close attention to 
clinical manifestations are necessary to 
judge the degree of envenomation and 
the appropriate amount of antivenin for 
administration (Ref. 13). Widow spider 
bites can be regarded in the same way 
(Ref. 17). 

It is of great importance that the exact 
identification of the animal responsible 
for the bite be made if possible. The 
probable severity of envenomation can 
be predicted to some degree both by the 
species and the size of the responsible 
animal. These judgments must of course 
be made in the light of the body size of 
the victim, with the recognition that 
equivalent amounts of envenomation 
are much more serious in children, 
particularly small children. For example, 
bites of the so-called “pygmy 
rattlesnake” are rarely lethal in adults 
but may be severe in small children. The 
same may be said of Copperhead and 
Water Moccasin bites. By contrast the 
venom of the Mojave rattlesnake (C. 
scutulatus) is extremely toxic (Ref. 2). 

It should be recognized that the 
judgment required to estimate the 
degree of envenomation is not simply 
acquired, and the help of persons 
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experienced in the management of toxic 
bites should be sought where it is 
available. The always confused and 
sometime hysterical situation 
surrounding the management of the 
snake bite victim should not lead to 
precipitous and unwise intervention. 
Rather, a calm and thoughtful 
examination of the entire situation and 
an evaluation of the severity of the 
injury is always preferable to a hurried, 
routinized intervention. Although these 
are emergency situations, time is always 
available to make such an evaluation. It 
should be recognized that the ~ 
unwarranted administration of antivenin 
to a patient, who because of 
occupational reasons or other factors 
affecting his/her exposure has a high 
likelihood of repeated bites, will 
certainly produce a serious problem if 
that patient is bitten subsequently. The 
decision to administer antivenin can be 
lifesaving and frequently is, but its 
consequence will almost certainly be a 
lifetime sensitivity in varying degree to 
horse serum and possibly related 
materials. 

3. Effectiveness. A large volume of 
literature supports the effectiveness of 
antivenins in the management of these 
toxic bites. The principlelimitations on 
effectiveness are the time interval from 
the occurrence of the bite to the 
administration of antivenin. Treatment 
within 4 hours of the bite once the 
presence of envenomation has been 
determined appears to be optimal, with 
declining effectiveness over the 
following 16 hours. In severe 
envenomation administration of 
antivenin has been recommended even 
if a 24 or more hour interval has 
occurred since the injury (Ref. 24). 

A second limitation on effectiveness 
appears to be undertreatment. Present 
package sizes provide 10 mL of 
reconstituted dry antivenin as the 
therapeutic dosage unit. Since two to 
four vials of antivenin are recommended 
for even mild envenomation and 10 to 20 
vials where severe envenomation has 
occurred, it might be reasonable.to 
increase the individual package size by 
a factor of at least two. 

4. Safety. The hazard associated with 
all of these antivenins is that of horse 
serum sensitivity of the recipient. Great 
care must be taken in determining the 
recipient's status from this point of view 
both by a carefully obtained history and 
by appropriate testing with horse serum. 
Carefully done intradermal testing is 
mandatory. Severely hypersensitive 
individuals may have severe reactions 
to even the small quantities of antigens 
in the intradermal test. Intradermal 
testing should not be done unless 


preparations have been made to manage 
anaphylaxis. A conjunctival test, 
whereas it may be of use in detecting 
severely hypersensitive people, also is 
subject to significant false positives 
unless it is very carefully carried out 
and supervised. The conjunctival test 
may provoke severe conjunctivitis in 
severely hypersensitive people, 
sometimes with threats to vision. Since 
an intradermal test should be done, 
there is little reason to carry out the 
conjunctival test. 

Even in the absence of positive skin 
tests, an anaphylactic reaction may 
occur shortly after the administration: of 
antivenin, and its immediate 
management with appropriate measures 
will be lifesaving. Delayed reactions of 
the serum sickness type generally occur 
within 5 to 25 days after administration 
in patients receiving horse serum for the 
first time and somewhat earlier in 
patients who have been immunized to 
this material previously. 

Patients may be sensitive to horse 
serum in the absence of prior horse 
serum injections. Contact with horses, 
possibly by inhalation of horse dander 
and other exposures, appears: to be 
capable of sensitizing susceptible 
individuals. In other instances, patients 
may be sensitive without any known or 
remembered contact with horses or 
horses proteins. The history given by 
patients who must receive horse serum 
products is thus of limited value. A valid 
history of prior horse serum 
administration should always be 
regarded as strong evidence of 
presumed hypersensitivity. The absence 
of such a history cannot be relied upon 
to indicate lack of sensitivity. 

Hypersensitive patients will require 
desensitization prior to the 
administration of antivenin. This can be 
accomplished according to a standard 
dosage regimen in almost every patient, 
with little risk in experienced hands. 
The procedure does clearly have a 
significant associated risk when it must 
be carried out by people with 
inadequate experience or facilities to 
monitor and support the patient during 
desensitization. In general, the existence 
of hypersensitivity in the envenomated 
patient is not a contraindication for the 
administration of the antivenin, but it 
should be recognized that this situation 
increases the risk to the patient of 
antivenin treatment. The details of an 
adequate procedure for desensitization 
will not be discussed here, although the 
general procedure is considered in the 
labeling (package insert) provided with 
all of these products. 

Antivenins should not be injected at 
the site of a bite, or distal to the wrist or 
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ankle. They are maximally effective 
when delivered to the envenomated 
tissues by the circulation. 

5. Benefit/risk evaluation. An ' 
abundant literature supports the 
position that the benefits of antivenin 
therapy, appropriately used, markedly 
outweight the risks involved. 

6. Recommendations. a. These : 
products are recommended to be placed 
in Category I. 

b. Antivenins from alternative animal 
sources should be made available in the 
United States to treat patients who have 
severe horse serum hypersensitivity, 
particularly for patients who are at high 
risk of repeated bites. 

c. Package dosage sizes should be 
increased by a factor of two. 

7. Labeling recommendations. a. 
Easily recognizable common names 
should be included in the official name 
for the Crotalidae antivenin as is done 
for the Coral Snake antivenin. The 
addition of the words “Rattlesnake, 
Copperhead and Moccasin” is 
recommended. 

b. Since it is likely that the antigen 
used for the preparation of the “Black 
Widow Spider Antivenin” is not 
actually derived from the Black Widow 
Spider but from closely related species, 
the name of this product should be 
changed to reflect this fact. An 
appropriate common name would be 
“Widow spider Spp. antivenin”. These 
changes in title would have the purpose 
of improving the identification of the 
product for personne! with less training 
who may be called upon to handle them. 

c. Antivenin should be administered 
intravenously, except in circumstances 
where this is not possible. Intramuscular 
administration results in delayed 
absorption and may well result in 
inadequate treatment, particularly in 
severe envenomations. At the persent 
time, intramuscular administration is 
still recommended in labeling. The 
labeling should be revised to remove-the 
recommendation for intramuscular 
injection, except in circumstances where 
intravenous administration is 
impossible. 

d. All references to delayed or 
deferred determination of the degree of 
envenomation as a basis for determining 
the appropriate dose of antivenin should 
be eliminated from labeling materials. 
Guidelines should be given for 
estimation of severity of the bite based 
upon initial observations and further 
observation over a short time period, an 
hour or two at most. Emphasis should be 
placed on prompt treatment, rather than 
precise calculation of the degree of 
envenomation. 
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e. The limited usefulness and possible 
hazard of the traditional conjunctival 
test for horse serum sensitivity should 
be made explicit in labeling materials. 
Emphasis should be placed upon proper 
performance of a skin test and its 
interpretation. Emphasis should be given 
to the possibility that anaphylaxis may 
occur after even a test dose of horse 
serum in severely hypersensitive 
patients. 

f. Package inserts should be printed in 
more durable booklet form if possible 
and the material reorganized in such a 
fashion as to provide a primer on the 
management of victims of the specific 
toxic bit. The most important clinical 
material should be printed in somewhat 
larger type to provide inexperienced 
people with an easily comprehended 
guide to management of the 
envenomated patient. Package inserts of 
this type might have a lasting value as 
readily available instructional materials 
in emergency rooms, isolated aid 
stations, and other places where bitten 
patients are treated. The assistance of 
experienced clinicians in this field 
should be sought in the reorganization 
and preparation of this material. 
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22. Normal Horse Serum 
Generic Statement 


Normal Horse Serum, a 1:10 dilution 
of sterile unfractionated normal horse 
serum is employed in human use as a 
test antigen to determine the presence or 
absence of horse serum sensitivity of 
potential recipients of other injectable 
products derived from horse serum. 
Normal Horse Serum is provided as a 


test antigen with some of these products _ , 
, based product, as noted in the 


particularly the antivenins. The details 
of sensitivity testing procedures are 


specified in the labeling provided with 
the individual products. Both 
conjunctival and skin tests are 
described. . 

This test antigen is provided .as 
normal unfractionated horse serum, 
whereas most horse serum therapeutic 
products are gamma globulin fractions 
of the native antibody-containing horse 
serum. Positive reactions are a common 
clinical experience in known horse 
serum sensitive patients. There is no 
evidence that normal horse serum is in 
any way inadequate as a test antigen for 
horse serum sensitivity of recipients, or 
that the use of the globulin fraction of 
normal horse serum would provide a 
better, more specific, more sensitive, or 
more reliable test antigen. Effectiveness 
has been demonstrated by the patients’ 
responses to the subsequently 
administered horse serum products. 

The product labeling does not contain 
warning statements with regard to the © 
interpretation of conjunctival tests, 
particularly in children. Unless the 
person being tested by this method is 
watched continuously during the entire 
period of the test and irritation by 
rubbing of the eye is prevented, test 
results may be falsely interpreted as 
positive, particularly by inexperienced 
observers. This problem is most 
significant in children who tend to react 
to the instillation of anything into the 
eyes by rubbing them. This may delay or 
possibly prevent a therapeutic 
administration of a horse serum product. 
Also, severe conjunctivitis can be 
produced in hypersensitive people by 
the test..Informed opinion generally 
indicates that horse serum products 
should rarely if ever be injected without 
prior performance of a skin test. Thus 
the utility of the conjunctival test is low. 
At most, it may provide confirmation by 
a less sensitive means of the results of 
the skin testing procedure which 
provides a significantly better method of 
objective evaluation and control. 

Recommendations. This material is 
safe, effective, and necessary for the 
sefe therapeutic use of horse serum 
products. Normal Horse Serum should 
be placed in Category I. 

Labeling for horse serum products 
should call attention to the limitations of 
conjunctival tests if they are to be 
mentioned and should require 


, performance of an appropriate skin test 


with Normal Horse Serum or the horse 


| serum product itself prior to therapeutic 


administration of any horse serum 


discussions of the antivenins. 
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= Blood Group Substances, A, B, and 


Generic Statement 


Review of Products Manufactured by 
Armour Pharmaceutical Co. and Pfizer, 
Inc. 


1. Introduction. The blood group 
characteristics.of red cells are inherited 
by Mendelian laws and are almost 
always constant throughout life. The 
ABO blood groups are defined by the 
presence or absence of antigens A and B 
or the red cell surface and the reciprocal 
presence or absence of two antibodies, 
anti-A and anti-B, which occur in the 
plasma when the corresponding antigen 
is mission. Blood group A and B 
antigenic substances are not confined to 
the red cell; they occur on the cell 
surfaces of probably all endothelial cells 
and of many epithelial cells. Substances 
capable of inhibiting either anti-A or 
anti-B activity are also found in water 
soluble form in body secretions. The 
ability to secrete or not secrete these 
materials is inherited in Mendelian 
fashion. Secretions such as saliva, 
gastric juice, seminal fluid, urine, and 
meconium, as well as pathological 
secretions, e.g., ovarian cyst fluid, 
contain A and/or B substance on the 
basis of this genetic mechanism. Horse 
and swine gastric secretions, and the 
mucoagae from which they are derived, 
contain polysaccharide substances’ 
which are immunochemically almost 
identical to the A and B substances of 
human origin. Indeed, A and B-like 
substances are widely distributed in 
nature. 

a. Isolation. These materials are 
usually extracted from pepsindigested 
horse or swine gastric material using 
cold 95-percent phenol followed by 
ethanol precipitation. Normally, several 
successive extraction-precipitation 
cycles are employed. Sometimes, further 
precipitation is accomplished with 
saturated ammonium sulfate at 60° C 
and even further purification can be 
performed using column 
chromatography. 

b. Chemistry. The blood group 
substances derived in this way are 
macromolecules, classified as 
glycopeptides with molecular weights 
ranging from 2 X 10° to several million 
daltons. Approximately 85 percent of the 
weight of these molecules is 
carbohydrate. Both the A and B 
substances contain the five sugars, L- 
fucose, D-galactose, N-acetyl-D- 
glucosamine, N-acetyl-D-galactosamine 
and N-acetylneuraminic acid. 

c. Immunological characteristics. 
Because of their marked immuno- 
chemical similarity to human blood 


group substances, porcine blood group 
substance A can be used to stimulate 
anti-A production in blood group B or O 
individuals and equine blood group 
substance B can be used to stimulate 
anti-B antibodies in blood group A or O 
individuals. Equine blood group 
substance B preparations usually also 
contain measurable quantities of blood 
group substance A activity. 

2. Uses. The present principal use of 
blood group substances A and B is for 
the in vivo stimulation of anti-A and/or 
anti-B antibodies in donors whose 
plasma is to be used for the preparation 
of diagnostic anti-A and/or anti-B 
reagents. Former uses of A and B 
substances were for specific 
neutralization of anti-A or anti-B 
antibodies in vitro for out-of-group 
blood transfusions, and for in vitro 
neutralization of unwanted anti-A or 
anti-B antibodies in the preparation of 
anti-Rh and other similar diagnostic 
reagents. These are no longer valid uses 
for the licensed biological blood group 
substance products. 

When blood group substances A and/ 
or B were used to neutralize A and/or B 
antibodies in Group O blood 
transfusions given to A, B, or AB 
recipients, 3-, 10-, or 25-mg doses were 
ordinarily employed. Between 1956 and 
the general discontinuation of this use in 


’ 1965 and last manufacture in 1969, 


approximately 100,000 3-mg doses were 
estimated to have been distributed by 
one firm for administration to recipients 
by this route without record of adverse 
effects (Ref. 5). Blood group substance 
products, not subject to licensure as 
biological drugs, are currently sold for 
use in anti-A or B neutralization steps in 
the in vitro processing of diagnostic 
reagents. e 

3. Potency. Licensed materials must 
have a potency sufficient to neutralize 
specifically anti-A or anti-B antibodies 
in vitro as outlined in the procedure in 
Ref. 8. 
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Although it was originally thought 
that differences between naturally 
occurring and hyperimmune anti-A or B 
antibodies could be discerned by their 
patterns of absorption or neutralization 
by soluble blood group substances, this 
no longer appears to be the case. 
Licensed blood group substance 
products must, however, satisfactorily 
meet arbitrary minimum potency test 
requirements. This test determines their 
immunologic reactivity on the basis of 
their capacity to inhibit the agglutination 
of group A red blood cells by anti-A or 
group B red blood cells by anti-B. In the 
future, test methods for licensed blood 
group substances may be developed 
wherein the products will be compared 
to reference standards which have been 
selected to meet the defined conditions. 

4. Safety and effectiveness. Between 
1967 and 1970, 117 donors received A, B, 
or AB substances for immune 
stimulation; 25 were successfully 


. Stimulated, of whom 17 were strong 


responders. There was no mention of 
any adverse reaction (Ref. 4). 

In a review (Ref. 5) of 341 immunized 
subjects the following was observed: 

One subject had slight fever with pain 
at the injection site; two of 219 subjects 
had mild systemic reactions following 
the injection; one subject had a nonfatal 
anaphylaxis. 

In general, there were no significant 
reactions in subjects receiving 30 mg of 
A or B substance. The manufacturer 
estimated that a few thousand persons 
are deliberately immunized each year. 

Until early 1977 when the Bureau of 
Biologics published immunization 
guidelines, two or three subcutaneous 
injections of 1- to 3-mg doses were often 
given at intervals ranging from 2 to.4 
weeks (Ref. 7). Approximately 15 
percent of the immunized subjects 
responded with insignificantly elevated 
isoagglutinin titers. Minor side effects, 
such as cutaneous wheal reactions, 
occurred in 1.8 to 3.6 percent of these 
subjects and were easily treated with an 
antihistamine. 


TABLE 1.—ANTIBODY STIMULATION BY BLOOD Group SPECIFIC SUBSTANCES (REF. 5) 
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i Sti | Flute of Number Of | satisfactory | minor side | stimulating 
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More recent data indicate that a 
relatively high proportion of subjects 
will make adequate immune responses if 
they are not immunized too frequently. 

Armour Pharmaceutical Company in 
studies cited below (Ref. 4) required an 





| Source of 


response effects | substance 
1.8-3.6 Pfizer. 

3 Metrix 

4 | Other. 


673 | 58 | 
25 | 82 | 


nigeiganat waicRsiamiocmseaimtais 


eight-fold increase of anti-A or B titer 
above baseline or a response titer equal 
to or greater than 1/256 as a definition 
of an acceptable immune response. 

In one study, Armour's objective was 
to elicit increased anti-A production 
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using 1 mg/mL intramuscular injections 
of blood group substance A into group B 
subjects. Of 89 recipients, 32 of whom 
were lost to followup, 63 percent had 
good responses. The rest yielded 
unacceptable titers even with a second 
injection given on the third to eleventh 
day. Of these subjects, 19 had been 
previously immunized (mean of 22 
months earlier; range 6 to 32 months 
earlier). Thirty-eight subjects had had no 
prior immunization. Evaluation of 
subgroup responses within this study 
revealed the following: 

a. Subjects with no prior 
immunization who were given one 
injection yielded 100-percent acceptable 
responses. 

b. Subjects with no prior 
immunization who were given two 
injections yielded 88-percent acceptable 
responses. 

c. Subjects with prior immunization 
who were given one more injection 
yielded 50-percent acceptable 
responses. 

d. Subjects with prior immunization 
who were given two more injections 
yielded only 23-percent acceptable 
responses. 

These data indicate that there was no 
improvement in responsiveness 
following two closely spaced injections 
of blood group substances and that the 
best responses occurred in subjects who 
had no prior immunization. 

In a parallel study by the Armour 
Company designed to elicit increased 
anti-B production in group A subjects, a 
0.9-mg intramuscular injection was 
preceded 2 to 21 days earlier by a 0.1-mg 
intradermal test injection. Of 97 
recipients in this study, 29 of whom 
were lost to followup, 64 percent had 
acceptable responses. 

The subgroup responses were as 
follows: In all instances the first does 
was 0.1 mg. When the second 0.9-mg 
dose was given 2 to 3 days later, 81 
percent of the subjects had an 
acceptable response. If the second 
injection was given 4 days later, 52 
percent had acceptable responses, and if 
it was given 5 to 21 days later, only 32 
percent had an acceptable response. 

These data suggest that waiting for 
more than 3 days between the skin test 
and the intended immunization caused 
the skin test dose to interfere with the 
response to intramuscular immunization. 

In another pair of studies by Armour 
using A and B blood group substances 
for immunization of group O subjects, 1 
mg of each substance was given in 
divided doses, both on the same day 
(0.1-mg intradermal plus 0.9-mg 
intramuscular) to a group of recipients 
with no-prior immunization with these 
antigens. In 55 group O subjects, with 15 


< 


lost to followup, there were 75 percent 
who had good responses with anti-A. 
With anti-B, with 14 subjects lost to 
followup, there were 68 percent who had 
good responses. In a second similar 
study these responses in group O 
subjects were observed: With anti-A, of 
51 subjects with 13 lost to followup, 78 
percent had good responses; with anti-B, 
of 51 subjects with 14 lost to followup, 
56 percent had good responses. In these 
studies, there were no adverse reactions 
noted except for occasional pain and 
swelling at the injection site. 

From these studies, it appears that 
blood group substances A and B can 
elicit simultaneous anti-A and anti-B 
responses in group O subjects. Blood 
group substance A appears to be slightly 
more immunogenic than substance B. 
Both products are relatively safe. 

Other data from Ortho Diagnostics, 
for a recently licensed product not 
subject to this review, further indicates 
the safety and effectiveness of these 
substances in stimulating anti-A and 
anti-B antibodies (Ref. 6). 

Some data also exist about the use of 
A, B, or AB substance in vivo for 
neutralization of anti-A and B 
antibodies in factor VIII concentrate 
preparations. This is not an indication in 
the labeling of these products. Although 
significant hemolysis is recognized 
when large amounts of factor VII 
materials (wet and/or dry) are 
administered, only anecdotal data are 
available akout the effectiveness and 
safety of in vivo use.of A and B 
substance to prevent such hemolysis. 
Preliminary observations have revealed 
that the substances can be mixed with 
factor VIII preparations in vitro given to 
reduce or eliminate in vivo hemolysis 
without observed adverse reactions 
(Ref. 7). 

5. Label analysis. Pfizer, Inc., made no 
request to update labels, nor has it 
submitted any product lots for release 
for several years. Their production is, 
therefore, essentially defunct and their 
labeling is obsolete. Their labels have 
no clear information on actual dosage, 
side effects, precautions (such as 
asepsis), contraindications (regarding 
allergy in general or specifically 
regarding equine or porcine proteins), or 
warning regarding use in female 
subjects for in vivo stimulation. 

The newly submitted labeling of 
Ortho Diagnostics, Inc., and Armour 
Pharmaceutical Co. is acceptable. 

6. Benefit/risk evaluation. Side effects 
are so infrequent that despite varying 
rates of successful stimulation of anti-A 
or B antibodies, blood group specific 
substances for this purpose should 
continue. 
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7. Recommendations. a. The products 
should be placed in Category I on a 
generic basis. The product made by 
Armour should be placed in Category I. 
Pfizer's product should be placed in 
Category IIIB bécause of obsolete | 
labeling and because no current 
effectiveness data are available. 

b. Bureau of Biologics guidelines and 
manufacturer’s labeling should indicate 
that reimmunization of subjects within 
less than a year is likely to result in little 
or no response. 

c. Further studies for other uses are 
recommended. Although 
Cryoprecipitated Antihemophilic Factor 
redissolved in saline solution and 
antihemophilic factor concentrate can 
be administered, at least in moderate 
quantities, without regard to the blood 
group of the recipient, under some 
circumstances a hemolytic state is 
induced. This reaction can be managed 
by administration of group specific 
cryoprecipitated antihemophilic factor, 
but at times this is not practical. The use 
of A and B substance to neutralize the 
residual anti-A and/or anti-B content of 
pooled cryoprecipitated antihemophilic 
factor and antihemophilic factor 
concentrate should be investigated as an 
approach to this problem. 
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24. Cobra Venom Products 
Generic Statement 


Cobra venom is obtained from mature 
cobra snakes (Naja naja). Lyophilized 
venom is subsequently fractionated, 
reduced to a powder, and later 
reconstituted as cobra venom solution. It 
was marketed by Hynson, Westcott & 
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Dunning, Inc., Baltimore, MD, as 
“Cobroxin”™ and in combination with 
Silicic and Formic Acids as 
“Nyloxin”™., The beneficial effects 
claimed from its parenteral 
administration is the alleviation of 
intractable pain. ; 

Three main activities of cobra venom 
fractions are recognized: the hemolytic 
factor (phosphatidases); the proteolytic 
factor (proteases); and the neurotoxic 
factor (neurotoxins). The fractionation 
procedures for obtaining the cobra 
venom product were designed to 
eliminate the hemolytic and proteolytic 
factors but to retain the neurotoxic 
factor. Cobra venom solution is reported 
to have no effect on hepatic and renal 
function or blood clotting. It has no 
addictive properties and does not cause 
gastrointestinal dysfunction. 

Most of the published reports on the 
use of cobra venom appeared during 
1930 to 1945 (Refs. 1 through 33). The 
pain treated was-associated mainly with 
malignant conditions or was secondary 
to various manifestations of arthritis. 
Cobra venom has also been suggested 
for the relief of pain associated with 
chronic angina, vascular crises, migraine 
headaches, and neuroses. Relief of pain 
in malignant diseases has been reported 
in as high as 60 to 70 percent of patients 
so treated. Cobra venom has been 
mentioned in a few subsequent reports 
(Refs. 34 through 46), but the Panel has 
found only one published report relative 
to human use in the last 10 years (Ref. 
47). 

Cobra venom solution was first 
marketed in 1952, but has not been 
advertised to the medical profession 
following 1957. Only a few thousand 
ampules were marketed each year. 

1. Evidence of effectiveness. There 
have been no placebo-controlled or 
double-blind studies of pain relief with 
the cobra venom products; thus there is 
only anecdotal evidence of 
effectiveness. In the latest report (Ref. 
47) only 5- to 10-percent effectiveness is 
claimed and then only after a trial 
period of 4 to 6 weeks. 

2. Evidence of safety. Occasional 
severe vomiting or abdominal cramps 
have been reported (Refs. 21, 34 and 35). 
Other reactions observed most 
frequently are hives, diplopia, and 
dizziness. Cobra venom solution must 
be administered by deep intramuscular 
injection to prevent skin and 
subcutaneous reactions. The only 
contraindication to the use of cobra 
venom solution cited in the literature is 
its use in the presence of acute or 
chronic respiratory infection (Refs. 25. 
and 34). 

3. Benefit/risk evaluation. There 
appears to be little substantiated benefit 


and no known serious risk. If any 
therapeutic effect from cobra venom 
solution can be demonstrated by 
appropriate studies then it may be of 
value in an attempt to reduce narcotic 
addiction in chronic pain. 

4. Recommendations. It is 
recommended that Cobra Venom 
Solution and Cobra Venom with Silicic 
and Formic Acids (Cobroxin and 
Nyloxin) be placed in Category IIIB. 
During the Panel deliberations, the 
licenses were voluntarily withdrawn by 
the manufacturer on May 17, 1978 for 
Nyloxin and September 30, 1979 for 
Cobroxin. 
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25. Human Plasma as a Source for 
Fractionation Products 


1. Plasma as a source for 
fractionation products. Human plasma 
is the source material for albumin, 
plasma protein fraction, 
immunoglobulins, factor VIII 
concentrate, factor IX complex, and 
blood grouping reagents. The major 
clinically useful plasma fractions that 
were prepared when human blood was 
collected in glass bottles were albumin 
and gamma globulin (Ref. 1). Since these 
products are relatively stable on 
storage, it was possible to salvage 
plasma from whole blood stored at 
refrigerator temperatures for 21 days. 
Although the red cells are no longer 
suitable for use, the recovered plasma 
can be used as a source of derivatives 
such as albumin and gamma globulin. 

When blood is collected in glass 
bottles, the container must be entered to 
remove the plasma following 
centrifugation of the bottle or 
sedimentation of the blood. Because of 
the potential danger of bacterial 
contamination, the remaining red cells 
must be used within 24 hours or 
discarded. The basic criteria for donor 
selection when collecting blood in glass 
bottles are the same as for whole blood 
to be used for transfusion purposes. The 


limiting factor for frequency of donation 
by this procedure is the donor’s ability 
to regenerate red blood cells and 
maintain iron stores. 

As methods were developed for 
preparation of the labile coagulation 
product, factor VIII (antihemophilic 
factor, AHF), it became necessary to 
freeze the plasma within a few hours 
after collection of blood from the donor 
(Refs. 2 and 3). Plasma salvaged from 
whole blood stored at refrigerator 
temperatures for more than 4 to 6 hours 
is not suitable as a starting material for 
preparation of factor VIII because of the 
attendant loss of activity (Ref. 4). If AHF 
concentrates are to be prepared, it is 
now the usual practice to use only 
plasma frozen while fresh and stored at 
—20° C or lower. 

2. Plasmapheresis. Plasmapheresis is 
a procedure whereby plasma is removed 
from whole blood and the cells are 
returned to the donor as an 
autotransfusion. The technique had been 
known for many years (Ref. 5), but with 
the supplies and equipment available 
earlier it was a cumbersome and 
inefficient procedure to obtain plasma. 
With the availability of plastic 
transfusion equipment it became 
possible to separate plasma from cells in 
a closed system. Thus, with little danger 
of contamination, it was possible to 
separate the plasma from-whole blood 
and return the cells to the donor (Ref. 6). 

When plasmapheresis is carried out, 
the donor's ability to regenerate cells 
and to maintain iron stores are no longer 
limitations on the frequency of donation 
of plasma. With the technique of 
plasmapheresis, the limitations are the 
volume of blood that can be removed 
safety from the circulation acutely and 


the donor's subsequent ability to restore © 


the protein which has been removed. 
The amount of blood that can be 
removed acutely depends on the donor's 
blood volume, which is proportional to 
body size. On the basis of considerable 
experience with collection of whole 
blood, it was established that at least 
450 mL of blood can be removed without 
jeopardizing the health of the donor. 
This is now the standard transfusion 
unit. It became general practice in 
plasmapheresis to collect a unit of 
whole blood, separate the plasma, and 
return the cells to the donor and then 
collect a second unit of blood and repeat 
the process. In this manner, two units of 
about 250 mL each of plasma can be 
obtained at one time. The deficit in the 
donor's circulating blood volume is 
promptly restored by a shift of fluid 
from the interstitial space as well as by 
fluids administered during the blood 
collection and the autotransfusion of the 
cells. Since there are approximately 6 g/ 
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dL of plasma proteins, the collection of 
500 mL of plasma represents a loss of 
approximately 30 g of protein with each 
such procedure. 

3. Donor safety considerations. The 
frequency with which plasmapheresis 
donations can be made without 
jeopardizing the donor's health depends 
on the rate at which the lost proteins 
can be resynthesized. During intensive 
plasmapheresis over a short period of 
time in which 5 liters of plasma were 
removed in 5 days, normal donors 
replaced up to 49 grams of protein per . 
day (Ref. 7): Protein loss in excess of 
this amount was reflected in a decrease 
in the total serum protein (Ref. 7). Two 
to 4 weeks were required for total serum 
protein and albumin to return to normal 
levels after this procedure, but 1 to 3 
months were required for the gamma 
globulins to return to normal levels (Ref. 
7). z 

Of the several different plasma 
proteins, albumin has been studied more 
extensively. Even for albumin, there are 
many unanswered questions regarding 
its homeostasis in health and disease 
(Ref. 8). It is apparent that the amount of 
albumin in the plasma represents only 
about half of the total body albumin 
pool. The remainder is in interstitial 
fluids. Following loss of plasma there is 
a shift of this albumin into the 
circulating plasma. The plasma protein 
level is promptly restored toward 
normal following the completion of a 
plasmapheresis procedure even though 
there is a net loss of protein (Ref. 6). On 
the basis of studies done in patients that 
lose plasma proteins over a period of 
time as a result of burns, renal disease 
or certain gastrointestinal disorders, it is 
apparent that there is a limit to the 
body's ability to compensate for protein 
loss (Ref. 9). The ability to compensate 
depends on a number of factors 
including the general health of the 
individual and his/her nutritional status 
(Ref. 9). Although the clinical 
manifestations of overt deficiency of 
albumin are well recognized, the 
possible effects of a borderline 
deficiency are as yet poorly defined. The 
procedure to determine total serum 
protein is relatively simple and rapid. 
The procedure to determine the amounts 
of specific plasma proteins is more — 
complex. It is generally considered that, 
as long as the plasmapheresis donor is 
able to maintain total plasma proieins at 
established normal levels, the protein 
loss being incurred is not detrimental to 
the individual. However, there is no 
simple and direct way to determine the 
protein content of extravascular spaces 
so that protein reserves cannot be 
evaluated (Ref. 10). 
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There have been several retrospective 
studies in which accumulated data : 


programs have-been evaluated (Refs. 11 
through 13}. Although these studies 
provide valuable information on the 
effects of long-term plasmapheresis on 
selected individuals, the primary 
objective was to obtain plasma and not 
to test the safety of the procedure. 
Because of the nature of the studies, it is 
inevitable that those who tolerate the 
procedure best will elect to continue, 
while those who do not tolerate the 
procedure may elect to withdraw from 
the program voluntarily. In those 
individuals who participate as 
plasmapheresis donors for only a short 
while, it is not clear whether they 


withdraw because of adverse changes in 


their health or for some other reason. 
However, the studies do indicate that as 
a selected group, plasmapheresis donors 
can maintain normal plasma protein 
levels while losing up.to 1,000 mL of 
plasma, about 60 grams of protein, per 
week (Refs. 11 through 13). 

It is of significance that even in a 
group of plasmapheresis donors selected 
because of obvious good health and 
robust nutritional status, changes in 
plasma proteins occurred (Ref. 13). 
During the first 4 months an increase in 
alpha globulins occurred, with a 
decrease in immunoglobulins. Thus the 
total protein concentration may remain 
constant since the decrease in 
immunoglobulins will be masked by the 
increase in alpha globulins. In 
individuals continuing on 
plasmapheresis for more than 6 months 
there was a trend toward levels, but the 
IgM level continued to decrease in those 
donors studied for up to 3 years. 

These changes occurred in individuals 
that were able to maintain a total 
protein above 6 g/dL; and when, if there 
was a trend toward a significant 
decrease in the measured proteins, the 
intensity of the plasma withdrawal from 
these donors were decreased. Although 
the clinical significance of decreased 
immunoglobulins is not entirely clear, it 
is apparent that individuals 
participating in an intensive 
plasmapheresis program can become 
partially deficient in immunoglobulins. 
For the present it appears that there 
should be careful monitoring of each 
patient's immunoglobulins, particularly 
during the first 6 months, and if total 
protein, albumin, or immunoglobulin 
levels fail below the established normal 
range, the procedure should be 
discontinued at least until normal 
protein levels are reestablished. 


In some studies it has been noted that 
enzymes such as serum glutamic 
oxaloacetic transaminase {SGOT) and 
glutamic pyruvic transaminase (SGPT) 
become elevated in individuals 
undergoing intensive plasmapheresis. 


- These enzymes are associated with 


cellular activity of the liver and when 
present in the serum in increased 
amounts are considered to be an 
indication of hepatic dysfunction. It is 
not clear if this represents a physiologic 
response to increased demands for the 
synthesis of proteins or represents 
clinically significant impairment of 
hepatic function. It may be that a change 
in these enzymes might be an early 
indication. of excessive protein loss. 
Currently available data are 
inconclusive on this point. 

Other risks of plasmapheresis to the 
donor include the possibility that the 
wrong red cells will be returned to the 
donor. Thus the technique used must 
include a system for positive 
identification of the donor and donor’s 
cells. 

4. Safety of plasma obtained by 
plasmapheresis. As with all blood 
products there is a risk that the plasma 
obtained by plasmapheresis may be 
responsible for the transmission of 
hepatitis. Although the risk has been 
reduced by the requirement that all 
donors be tested for HBsAg, there is still 
a risk of both hepatitis B and so-called 
“non-A” and “non-B” hepatitis which is 
not detected by present tests. This risk 
is minimal in products that can be 
inactivated by heating such as albumin 
and plasma protein fraction. Products 
such as factor VIII concentrate and 
prothrombin complex concentrates 
which cannot be heated carry a major 
risk of transmitting hepatitis. 

5. Evaluation of plasmapheresis 
regulations—a. Medical review before 
repeated donations. The protein loss 
resulting from removal of approximately 
500 mL of plasma as currently allowed 
in a plasmapheresis procedure is 
equivalent to that occurring from the 
collection of a unit of whole blood. With 
whole blood donation there is a loss of 
protein in red cell hemoglobin in 
addition to the plasma proteins. 
However, the protein loss due to the 
donation of whole blood is not apt to be 
a problem because of the limitations on 
frequency of donation. Provided that 
plasmapheresis is done no more 
frequently than is being recommended 
by the Panel for donation of whole 
blood {four times per year) the protein 
loss would be of no greater consequence 
than that in whole blood donors. 
However, if plasmapheresis is done 
more frequently, protein abnormalities 


may result. To evaluate this possibility, 
specific plasma protein determinations 
must be done periodically in the more 
intensely plasmapheresed donors. It 
appears more appropriate for a qualified 
physician to review all the accumulated 
information periodically in order to 
evaluate whether or not an individual 
should continue in an intensive serial 
plasmapheresis program than to perform 
a physical examination prior to the 
initial plasmapheresis procedure. 

b. Total serum protein determinations. 
Although there are differences of 
opinion regarding the clinical 
significance, there is adequate 
information to indicate that individuals 
undergoing plasmapheresis as allowed 
by the current regulations do experience 
changes in plasma proteins. The Panel 
believes that plasmapheresis should not 
be done unless the total serum protein 
determined prior to donation is within 
the established normal range. 

c. Specific plasma protein 
determinations. A blood sample must 
now be obtained prior to the first 
plasmapheresis for determinations of 
specific plasma proteins. Currently, the 
results of such tests must be available 
and be found to be within normal limits 
within 21 days after the sample is 
drawn. This would allow collection of 
the plasma from 6,000 mL of blood prior 
to evaluating the specific plasma 
proteins. The results of these tests - 
should be evaluated sooner to protect 
the donor that may have preexisting 
protein abnormalities. 

d. Physical examinations. The panel 
considered on several occasions the 
requirement that each donor shall be 
examined by a qualified licensed 
physician on the day of the first 
donation or no more than 1 week before 
the first donation and at subsequent 
intervals of no longer than 1 year. It was 
noted that prior to the donation of whole 
blood and at subsequent plasmapheresis 
donations, the examination is permitted 
to be done by someone under the 
physician's direction. There are 
informed opinions that this requirement 
and the requirement for determination of 
specific plasma proteins will limit the 
participation of volunteer donors in 
plasmaphereses programs (Ref. 14). 

e. Donation frequency. Current 
regulations allow the collection of 2,000 
mL of whole blood per week. Thus it 
would be possible to retain 
approximately 52 liters of plasma per 
year. On the basis of anecdotal 
information, relatively few individuals 
are actually plasmapheresed for a long 
period of time or at the maximal rate. It 
appears that most individuals are 
plasmapheresed at the maximum 





allowable rate for only a few months 
and then discontinue. Although some 
drop out because they are unable to 
continue to meet the requirements, there 
is little or no information concerning 
why most individuals discontinue 
donation. 

Current regulations allow 
plasmapheresis to be done at the 
maximal rate provided that the donor 
maintains total serum proteins above 6 
g/dL. The ability of the donor to 
maintain plasma protein concentrations 
appears to be a more important criterion 
for safety than the amount of plasma 
retained during a specific time period. 

Currently, it is required that tests for 
specific plasma proteins be done at least 
every 4. months in individuals in serial 
plasmapheresis programs. During this 
period approximately 16,000 mL of 
plasma may be collected. Since 
reductions in immunoglobulins appear 
early, this volume appears to be 
excessive. It appears appropriate to 
base the frequency of determination of 
specific plasma protein levels on both 
time and volume of plasma collected. 
There is a lack of firm data on which to 
base a recommendation concerning the 
degree of donor safety provided by the 
current regulations for frequency of 
plasmapheresis and the volume of 
plasma that may be retained. 

In order to resolve these questions, 4 
prospective and retrospective study is 
needed. The objective of such a study 
would be to: (1) Evaluate the utility of 
the total serum protein measurement as 
an indicator of protein reserves,-(2) 
evaluate the significance of elevations in 
liver enzymes such as SGOT as-a 
reflection of developing serum protein 
abnormalities, and (3) determine 
whether or not individuals discontinuing 
their participation in plasmapheresis 
programs do so because of health 
reasons that are not detected by 
currently required tests. 

f. Serological test for syphilis. There 
is no indication that the current 
requirement for serologic testing for 
syphilis protects either the plasma donor 
or the recipient-of the products prepared 
from source plasma. Most of the 
considerations of the serological test for 
syphilis discussed for whole blood 
donors apply to plasma donors. There 
are no data to'support the value of the 
serological test for syphilis in protecting 
the quality of the donated plasma. 

g. Plasma obtained by techniques 
other than plasmapheresis. It is 
recognized that plasma separated from 
single unit donations of whole blood is 
also an important source of material for 
plasma derivatives. The requirements 
for donor selection, collection, and 
initial processing of this source of 


plasma are covered in the Code of 
Federal Regulations sections on Whole 
Blood and Single Donor Plasma (21 CFR 
Part 640). There are currently no 


_ regulations defining conditions of 


transportation and storage of single 
units of plasma intended for preparation 
of plasma derivatives. Some units of 
plasma will be separated from whole 
blood and frozen immediately after 
collection. These units are essentially 
the same as plasma collected by 
plasmapheresis. The regulations should 
be modified to include these recovered 
units of plasma to encourage their use. 

Plasma separated from single units of 
whole blood more than 6 hours after 
collection are not a good source of 
factor VIII. However, such plasma is a 
useful source of other plasma 
derivatives and its use should be 
encouraged. 

6. Recommendations. a. The 
requirement for serologic testing for 
syphilis should be discontinued. 

b. Regulations should be modified to 
require that no more plasma than can be 
obtained from approximately 2,000 mL 
of whole blood be retained within 21 
days of the first plasmapheresis 
procedure unless a qualified physician 
has evaluated all of the accumulated 
information, including resuts of tests for 
specific plasma proteins. 

c. The requirement for a physician to 
conduct an examination prior to.a donor 
participating in a serial plasmapheresis 
program should be discontinued 
providing adequate safeguards for the 
donor are developed to allow other 
trained personnel to screen the donor 
for acceptability. 

d. Regulations should be modified to 
require the testing for specific plasma 
proteins at least every 4 months or 
following the collection of 12,000 mL of 
whole blood (approximately 6,000 mL of 
plasma), whichever comes first. In order 
for an individual to continue as a 
plasmapheresis donor, the results must 
be evaluated by a qualified licensed 
physician and be determined to be 
within the established normal range. 

e. Regulations should be promulgated 
to permit an individual donor to 
participate in a single plasmapheresis 
procedure in lieu of a single donation of 
whole blood, abiding by the rules 
governing donor qualification and the 
frequency of whole blood donations and 
providing that the total plasma protein 
level is determined as is presently done 
for each plasmapheresis procedure. 
Such donors should be excluded from 
participation in any plasmapherisis 
program in which more frequent 
plasmaphereses are permitted unless 
physical examination, specific protein 
determinations, and other donor 
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requirements of 21 CFR Part 640, 
Subpart G, are met upon the second visit 
in any 3-month period. Furthermore, all 
donors engaged in plasmapheresis more 
frequent than 4 times per year (every 3 
months) shall be excluded as donors of - 
whole blood unless at the time of blood 
donation the person is examined and 
certified by a physician to be in good 
health. Written informed consent should 
be required from each plasmapherisis 
donor after the hazards of the procedure 
are explained to the prospective donor 
by a qualified person. 

f. A prospective and retrosspective 
study should'be done to determine the 
health effects on the donor participating 
in serial plasmapheresis as it is 
currently permitted. Such a study is 
necessary to determine whether or not 
existing requirements in regard to 
amount and frequency are appropriate, 

g. Regulations should be promulgated 
to encourage the utilization of single 
donor plasma recovered from whole 
blood collections as a source of plasma 
for fractionation. 
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26. Donor Immunization and 
Hyperimmunization 

Human donors of blood components 
serve as the resource for several 
materials used to prepare products 
reviewed by the Panel. Many of these 
donors are subjected to immunization or 
hyperimmunization procedures to 
produce materials with higher antibody 
levels. Therefore, the Panel reviewed 
these techniques which are similar for 
several products. 

1. Immunization with blood group 
antigens. The initial studies which 
demonstrated the red blood cell antigens 
of the ABO system were done with sera 
from humans. Since that time human 
serum has been the primary source of 
reagents to identify human red blood 
cell antigens. As a result of blood 
transfusion or pregnancy, individuals 
are exposed to antigens not present on 
‘heir own red cells and may produce 
alloantibodies active against the foreign 
antigens. Although a blood transfusion 
will introduce a number of foreign red 
cell antigens, the antibody response is 
not alway predictable. The antigens may 
be poor immunogens and produce no 
detectable antibody response. One of 
the antigens may be particularly 
immunogenic, and the only detectable 
response will be an antibody that is 
specific for that antigen. More than one 
of the antigens may beimmunogenic  _ 
and result in formation of multiple 
antibodies that react with more than one 
type of antigen. Sera containing 
antibodies which are reactive with more 
than one antigen may not be suitable for 
processing into reagents. The desired 
immune response in respect to. an 
antiserum for reagent purposes is to 
elicit a potent antibody which is 
reactive with a single antigen. 

The initially available blood-grouping 
reagents were obtained from the plasma 
of individuals that had developed 
antibodies as a result of pregnancy of 
the transfusion of blood. In general the 
amount of antibody available from an 
individual donor decreases with time 
following exposure to the antigenic 


material. It was found that more potent 
antisera could be obtained by 
reexposing these antibody-producing 
individuals to the antigenic stimulus. 
Red blood cells of known 

composition are used for these 
immunizations. Red blood cells are not 
ideal antigens since they contain a 
number of different antigens, each of 
which may be immunogenic and may 
elicit an antibody response. Thus in an 
attempt to increase the amount of one 
antibody, a second antibody may be 
produced. To minimize this possibility it 
is necessary to identify the antigens of 
both the red cells to be injected and the 
individual being immunized. 

Current guidelines indicate that all 
donors and recipients shall be 
phenotyped for C, D, E, é, e, Kell and 
Fy*. Except for the specific blood group 
antigen intended to stimulate antibody 
response, the donor and recipient 
phenotypes for the above listed blood 
group antigens should be identical. 
Since these factors are relatively highly 
antigenic, matching for all but the 
desired antigen will reduce the 
incidence of second antibody responses 
which make the plasma.donor useless. 
Although more extensive phenotyping 
and matching is desirable, it is not 
presently required. 

a. Blood Group A and B antigens. The 
ABO system must be considered 
separately form the point of view of 
donor immunization since immunogenic 
materials with A and B specificities are 
widely present in the environment; thus 
antibodies develop “naturally” because 
immunization followed by antibody 
response occurs spontaneously without 
deliberate exposure to antigenic 
materials by blood transfusion. Thus, 
with rear exceptions, individuals lacking 
the A antigen on their red blood cells 
have anti-A antibodies in their plasma 
and individuals lacking the B antigen on 
their red blood cells have anti-B. 
Substances which function like the red 
blood cell antigens A and B also can be 
obtained from varous nonhuman sources 
(see the section on Blood Group 
Substances A and B). These A and B 
substances are used to stimulate the 
production of anti-A or anti-B antibodies 
in selected individuals. Most of the 
problems related to the use of human 
red blood cells as antigens are thus 
avoided. 

b. RA,{D) antigen. When it was found 
that Rh immune globulin was effective 
in prevention of sensitization of Rh- 
negative women by the Rh,(D) antigen, 
the need for human plasma containing 
anti-D antibody increased. In order to 
obtain this antibody insufficient 
quantities to meet the apparent need for 
prophylaxis, it became common practice 
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to immunize selected Rh-negative 
individuals intentionally with red blood 
cells containing the D antigen. It was 
rationalized that the presence of a blood 
group specific antibody such an anti-D is 
of no immediate harm to a male. The 
potential danger to a male is that if the 
individual requires a blood transfusion, 
it would be essential that only Rh- 
negative blood be used. It is assumed 
that there would be no problem in 
locating the required blood since donor 
blood is routinely tested for the 
presence of Rh, (D}, and approximately 
15 percent of the population are Rh- 
negative. The donor-recipient cross 
match test for compatibility provides 
another safeguard. For obvious reasons 
it is not appropriate to stimulate anti-D 
antibody formation in women who are 
potentially childbearing. 

Current guidelines allow 
immunization of Rh-negative men with 
Rh,{D) cells provided the protocol is 
filed with the Director, Bureau of 
Biologics. The maximum volume of red 
blood cells used shall not exceed 50 mL 
within any 4-month period. Subjects not 
responding after receiving a total of 150 
mL of red blood cells shall be dropped 
from the program. Smaller volumes of 
red blood cells have been shown to 
elicit an antibody response in some 
individuals. However, these volumes 
may be too low to elicit the desired 
antibody response in those now being 
exposed. The dosage schedule should be 
based on the minimal red cell exposure 
that will produce the maximum results 
most often in the exposed individuals. 
The Panel feels that since intentional 
immunization to produce anti-D has 
been done for a number of years, the 
most effective dose schedule could be 
derived from the existing records of the 
manufacturers. This supposedly 
proprietary information was not 
submitted by the various manufacturers. 

C. Donor/recipient selection and 
safety. It is required that all donor blood 
be tested for A, B, and D antigens. Thus 
there is a great demand for reagents to 
test for those antigens. The use of 
reagents for other red blood cell 
antigens is more limited. However, there 
is a need for reagents te identify other 
red blood cell antigens in order to 
provide compatible blood in certain 
problem situations. To obtain these 
reagents, it is common practice to obtain 
plasma from individuals that already 
have a demonstrable antibody. It is 
rationalized that once an antibody has 
developed there is little additional 
danger in stimulating that individual 
with an appropriate antigen. 

Since production of antibody. of more 
than one specificity is undesirable, 





identification of the antigenic 
characteristics of the red. blood cells of 
both the recipient and the donor is”. 
essential. In spite of careful selection of 
the cells to be injected, there remains a 
possibility that additional antibodies 
may be produced. It is not practical to 
remove the unwanted antibodies and 
thus modify the specificity of the sera. 
Therefore, when multiple antibodies are 
produced by a donor of antibody, the 
recipient individual is exposed to all the 
risks of immunization but would receive 
none of the monetary benefits 
contingent upon becoming a donor. In 
essence, the immunization procedure is 
a series of blood transfusions of 
variable, usually small size. The risks to 
the recipient are the same as those of a 
blood transfusion given for therapeutic 
purposes. 

Since red blood cells are used for the 
immunogenic material, the recipient is 
exposed to the risk of hepatitis. At the © 
present time it is not possible to 
eliminate this risk. However, by 
carefully monitoring the donors and 
recipients and limiting the number of 
individuals used as red cell doriors, the 
risk can be minimized. In some 
programs of immunization of donors, the 
red cells from some donors have been 
used to immunize a number of different 
individuals. As no evidence of hepatitis 
has been detected in the recipients, this 
would indicate that it is unlikely that the 
donor bloods have been transmitting 
hepatitis. However, the fact that the 
donor blood was not responsible for 
transmission of hepatitis in the past 
cannot be taken to mean-that the donor 
cannot transmit hepatitis in the future if 
he unknowingly. acquires ‘an infection. ° 
Thus both the donors of cells used for 
immunization and the recipients of these 
cells must be continually monitored for 
evidence of hepatitis. If:it were possible 
to freeze-preserve sufficient amounts of 
cells to be used for immunization, failure 
of transmission of the.disease with the 
first portion of the cells would be strong 
evidence that the remaining frozen cells 
were “hepatitis free.” However, under 
existing practices, freeze-preserved cells 
are rapidly used and new cells must be 
obtained frequently. 

2. Immunization with other antigens. 
Antibodies with specificity for antigens 
outside the red blood cell systems are 
also needed. These are antibodies 
against various infectious agents. 
Individuals found to have these 
antibodies may be plasmapherésed 
sometimes following hyperimmunization 
with the microbial antigen. The 
indications for effectiveness and safety 
of these other immune globulin products 
are outside the purview of this Panel. 


However, to the extent that source 
plasma is used .in the preparation of the 
immune globulins, these. immunization 
procedures will. be considered briefly 1 in 
ithe recommendations... 

3. Recommendations—a. : 
Immunizations for production of atiti-A 
and anti-B. There appears to be no need 
to use red blood cells.for the purpose of 
stimulating the formation of anti-A and 
anti-B antibodies, Immunization for this 
purpose should be conducted with blood 
group substances A and B, used 
according to their licensed use (see the 
section on Blood Group Substances A 
and B). 

b. Immunization with red blood cells. 
Much of what has been done in the past 
was done empirically and the Panel was 
unable to obtain complete data about 
these practices from the collectors of 
Source Plasma (Human). Until such 
information is available, the Panel is 
limited in what it can recommend that 
will not jeopardize the availability of ' 
essential réagents on one hand and yet 
provide reasonable saféguards to the 
individual being immunized on the 
other. The Panei recognizes that such 
thirigs as the amount of antigenic ted 
cells used as a primary immunizing 
dose, the amount of red cells and 
frequency of administration of the 
stimulating doses, and the antigenic 
composition of the cells of the donor and 
the recipient are critical variables in 
producing the desired immune response. 
At the same time the Panel cannot 
condone indiscriminately exposing 
individuals to what is essentially the 
risk of a blood transfusion not for 
therapeutic purposes. 

(1) Although the risk of transmitting 
hepatitis can be minimized, it cannot be 
eliminated. The Panel concurs with 
current guidelines which indicate that 
cells from a new donor should be given 
to no more than three recipients during 
the initial'6 months of his/her use as a 
donor. 

If no evidence of hepatitis occurs in 
the three recipients or in the donor 
during the 6-month period, the donor's 
cells may be used in routine stimulation. 
The Panel feels that no donor can be 
consicered permanently safe and that 
all donors and recipients must be 
continually monitored for evidence of 
hepatitis. Recipients should be exposed 
to blood products from as few different 
donors as is practical. 

(2) Although the Panel feels that 
freeze-preserved red cells of known low 
risk of hepatitis should be used where 
possible, more data are needed before 
making an unqualified recommendation. 
The immunogenicity of frozen red cells 
should be established. 
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(3) The Panel recommends that more 
extensive phenotyping and matching of 
donors and.recipients of red cell - 
antigens shouldbe required and should 
include JK* of the Kidd system, Lu* and 
Lu® of the Lutheran system, 'k (Cellano) 
of the Kell system:and both’S and s-of 
the MNSs system. The rational of this 
extended typing is mentoned above. 

(4) The Panel recommends ‘that 
women who are potentially child- 
bearing-should not be immunized for 
either the purpose of increasing titers of 
existing antibodies or for de novo 
immunization. This recommendation 
does not exclude plasmapheresis of 
women with existing antibody. 
However, because of the danger of 
producing antibodies with another 
specificity, women should not be given 
red blood cells to maintain the titer of 
antibody. 

(5) In the absence of isiferhiatien 
about.dosage schedules commonly 
employed by. industry for the stimulation 
of anti-Rho (D) antibody,-the Panel 
recommends:that the current-FDA’ 
guidelines be retained until such time as 
there are sufficient data to indicate how 
or if they should be modified: ™ 

(6) De novo immunization for 
specificities other RhO (D) should only | 
be pérformed under investigational] new 


‘drug procedures. Such immunization 


protocols should be considered on an 
individual basis. The Panel was not 
provided with sufficient information to 
justify these de novo immunizations. 
Although it would be ideal to have 
available potent reagent antisera for all 
known red blood cell antigens, the risks 
of routine.de novo immunization appear 
to be too great to justify.the benefits. 

(7) Current guidelines allow for 
injection of red:blood cells-into 
individuals. with preexisting antibodies. 
Up to:4.0 mL red blodd'célls can be 
given as a single injection. This -volume 
may be administered up to five times in 
a single month, but not more than 40 mL 
can be given within any 6-month period. 
the Panel feels that these guidelines are 
arbitrary and based on a “best guess” 
logic. However, in the absence of 
adequate data, it is recommended that 
these guidelines be retained until such 
time as more data indicate how and if 
they should be modified. 

(8) Only licensed products should be 
used for stimulating antibody formation. 
If no licensed products are available, 
nonlicensed materials. may be used with 
specific approval. from the Director of 
the Bureau of Biologics. 





Federal Register / Vol. 50, No. 247 / Tuesday, December 24, 1985 / Proposed Rules 


27, FDA's Response to i Panel's 
ecommendations 


R 

FDA is responding to the Panel’ 8 
recommendations as follows: 

‘4, The Panel reviewed many blood 

_ products only on a generic basis, and 
the Panel's recommendations are 
intended to apply to all produets in that 
generic category. In other cases, the 
Panel identified and made 
recommendations concerning certain 
individual licensed products in addition 
to recommendations concerning that 
generic category of products: FDA 

'. considers the recommendations 
concerning the individual product, 
‘where differing, to supersede that 

- applied tothe generic category. 

- The Panel recommended that blood 
and blood derivatives be grouped irito © 
regulatory categories as follows: ,. . 

1. Category I. biological products | 
determined to be sofe, effective, and not 
misbranded {and may continue in 
interstate commerce]: Whole Blood 
(Human) ACD; Whole Blood (Human) 
CPD; Whole Blood (Human) Modified- 
Platelets Removed; Whole Blood 
(Human) Modified-Antihemophilic 
Factor Removed; Red Blood Cells 
(Human) Frozen; Red Blood Cells 
(Human) Deglycerolized; 
Cryoprecipitated Antihemophilic Factor 
(Human); Single. Donor Plasma (Human); 
Single Donor Plasma (Human), Fresh 

"Frozen; Normal Serim Albumin 
(Human); Plasma Protein Fraction. 

* (Human); Antihemophilic Factor 
(Human); Factor IX Complex (Human); 
Factor 1X Complex (Human) (Konyne), 

' Miles Laboratories, Inc. (formérly Cutter 
Laboratories, Inc.}, License No. 8; Factor 
IX Complex (Human) (Proplex),. for the 
treatment of congenital factor IX 
deficiency, Travenol Laboratories, Inc., 
Hyland Therapeutics Division, License 
No. 140; Rho (D) Immune Globulin 
(Human); Thrombin (for in vitro use), 
Ortho Diagnostics, Inc., License No. 156; 
Thrombin, Topical (Bovine), Parke- 
Davis, Division of Warner-Lambert Co.; 
License No. 1; Blood Grouping Serum 
(all products); Reagent Red Blood Cells 
(Human) (all products); anti-Human 
Serum (all products); licensed third 
generation hepatitis testing reagents; 
Antivenin (Crotalidae) Polyvalent;. 
Antivenin (Micrurus fulvius); Antivenin 
{Latrodectus mactans); Blood Group 
Substance A; B, AB, Armour 
Pharmaceutical Co., License No. 149; 
Normal Horse Serum. 

The Panel found Normal Serum 
Albumin (Human) (NSA) to be safe and 
effective and not misbranded, and 
recommended that the product be 
placed in Category I. This 
recommendation applied to NSA 


derived from venous blood sources and 
that derived, all or in part, from 
placental sources. At the time of the 
Panel's review, one manufacturer, Parke, 
Davis & Co. (since April 15, 1980, named 
Parke-Davis, Division of Warner- 
Lambert Co.), License: No. 1,:was using a 
venous plasma and placental mixture as 
the source material for NSA. 
Subsequently, the Parke-Davis product 
license was amended at the 
manufacturer's request to exclude the 
use of placental materials. Another 
manufacturer, Michigan Department of 
Public Health (formerly, Bureau of © 
Laboratories, Michigan Department of 
Public Health), License No: 99, has 
discontinued the fractionation of 
placental source materials for several: 


._ years, but its product license still © 


provides for the optional use of 
placental materials in the manufacture - 
of NSA. 

In its discussions, the Panel noted: the 
potential existence of several hazardous 
substances in the placental NSA product 
for which there were inadequate data to 
determine the extent of the hazard or 
the impact of these substances upon the 
users of the product. The findings of the 
Panel related to the safety and 
effectiveness of NSA from placental 
sources are discussed below... .. 

(i) The Panel observed that, unlike 
units of venous blood or plasma,. .. 
placentas are not individually tested for 
hepatitis B surface antigen (HBsAg). As 
a result, it is possible that sufficient 
amounts of HBsAg may be carried over 
from placental source material to act as - 
an immunogen for recipients of the final 
product. Accordingly, the Panel 
suggested that NSA from placental 
sources be tested for its immunizing 
potential. 

Section 610.40{a) of the biologics 
regulations requires that each donation 
of blood or plasma used in preparing a 
biological product be tested for the 
presence of HBsAg by a method having» 
a defined sensitivity (a third generation 
test). (Note: unless otherwise identified, 
all existing regulations referenced in this 
Response are in Title 21 of the Code of 
Federal Regulations.) Although FDA has 
not in the past required the testing of © 
each placental unit for HBsAg, potential 
placenta donor populations have been 
screened for HBsAg, periodically. This 
testing was not, however, done ina 
manner which made it possible to tink 
the results with individual placental 
units, nor was the sensitivity established 
for the test used. 

(ii) The Panel observed that women in 
labor are more likely to have received a 
variety of drugs than are blood donors 
from the general population. Therefore, 
placental source materials may contain 
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significant amounts of potentially 
dangerous drugs which are absent, or 
may be present in lesser quantities, in 
venous plasma. The extent to which 
these drugs are carried through to the 
final product is not known. The 
possibility that penicillin may be carried 
over into the'final product was of 
particular concern to the Panel. In a 
closed Panel session, Parke-Davis 
representatives presented assay results 
which showed that there was no 
detectable penicillin in two lots of their 
final product. The Panel was, however, 


. unable to determine the sensitivity of - 


the microbiological assay method used. 
Accordingly, the Panel recommended 


: ‘that a significant number of lots bé 
, tested by a sensitive assay for the 


presence of penicillin allergen. 

(iii) The Panel expressed concern that 
a variety of biological substances, 
present in placental source materia] but 
absent in venous plasma, may be bound 
by albumin and carried over into the 
final product. Several biological 
substances were identified which in fact 
are carried over to the product. The 
Panel recommended that:-the labeling of 
albumin prepared from placental . 
sources inform users that a variety of 
biological materials may be present in 


‘small amounts. 


(iv) During Panel discussions it was 


» noted that although minimal:data were 
-available concerning the osmotic. 


effectiveness of albumin prepared from 
venous plasma, no data concerning this: 
subject were available for albumin from 
placental sources. Although the Panel 
did not mention this absence of data in 
its Final Report, the agency now 
considers this information necessary to 
demonstrate the effectiveness of the 
product in providing the intended 
osmotic activity in the blood of the 
recipient. 

FDA agrees with the Panels’ findings. 
The agency has carefully considered the 
findings of the Panel and has 
determined that the available data are 
insufficient to classify Normal Serum 
Albumin (Human) derived wholly or 
partially from placental sources as being 
safe, effective, and not misbranded for 
its intended uses. In addition, the 
agency finds that, because there remain 
signficant questions concerning the 
product's safety, the potential risks from 
use of this product outweigh its potential 
benefits. Accordingly, FDA proposes 
that Normal Serum Albumin (Human), 
when manufactured wholly or partially 
from placental source materials, be 
placed in Category IIIB, rather than 
Category I as recommended by the 
Panel. 





Under § 601.25(f}, FDA proposes to 
revoke the product license for Normal 
Serum Albumin (Human) held by the 
Michigan Department of Publi¢é Health. 
In the near future, FDA intends to 
publish a Notice of Opportunity for 
Hearing (NOH) to revoke the license for 
the product, unless the licensee applies 
to amend its license to exclude 
placentas as an optional source 
material. 

Based upon the available evidence, 
FDA Agrees that Plasma Protein 
Fraction (Human) (PPF) should be 
considered safe and effective for its 
indicated uses. The agency notes, 
however, that several significant 
unresolved questions about PPF remain 
which are relevant to a complete 
assessment of the safety and 
effectiveness of this product. See 
paragraphs 17, 21, and 22 of FDA's 
response to the Panel's 
recommendations. Laboratories at 
FDA's Center for Drugs and Biologics 
(CDB) are investigating some of these 
questions related to the safety and 
effectiveness of PPF. Upon completion 
of these studies, FDA intends to 
reassess the safety and effectiviness of 
PPF and, if necessary, propose 
appropriate administrative or regulatory 
action. (Note: FDA's Bureau of Biologics 
and Bureau of Drugs have been merged 
to form the Center for Drugs and 
Biologics (see 49 FR 14931; April 16, 
1984).) The regulatory and scientific 
functions concerning biological 
products, formerly performed by the 
Bureau of Biologics, are now performed 
by the Office-of Biologics Research and 
Review, Center for Drugs and Biologics 
(see 49 FR March 19, 1984). 

FDA agrees with the Panel's findings 
and recommedations for the remaining 
Category I products and hereby 
proposes to adopt its conclusions, 
including recommended labeling 
revisions. Comments and additional 
data on these classifications are invited. 

b. Category II. Biological products 
determined to be unsafe or ineffective or 
to be misbranded and which should not 
continue in interstate commerce: 
Fibrinogen (Human). 

As noted by the Panel, all product 
licenses for Fibrinogen (Human) were 
revoked as of December 7, 1977, and no 
further action is necessary. 

c. Category IIIA. Biological Products 
for which available data are insufficient 
to classify their safety and effectivenes 
but which may remain licensed and in 
interstate commerce for a limited period 
of time pending completion of further 
study: Whole Blood (Human) Heparin: 
Factor IX Complex (Human) 

(Proplex ™), for use in congenital and 
acquired deficiencies of factors II, VIl, 


and X, Travenol Laboratories, Inc., 
Hyland Therapeutics Division, License 
No. 140; Fibrinolysin (Human) 
(Thrombolysin ™), Merck Sharp & 
Dohme, Division of Merck & Co., Inc., 
License No. 2; Fibrinolysin and 
Desoxyribonuclease, Combined 
(Bovine), and Fibrinolysin and. 
Desoxyribonuclease, Combined 
(Bovine), with Chloramphenicol 
(Elase ™ powder for solution, Elase ™ 
ointment), Parke-Davis, Division of 
Warner-Lambert Co., License No. 1. 
The Category IIIA designation reflects 
a determination by the Panel that there 
are doubts about whether data are 
sufficient to support an action by the 
agency to reaffirm or revoke a product 
license and that, based on an 
assessment of the present evidence of 
safety and effectiveness of a product, 
the potential benefits outweigh the 
potential risks likely to result from 


continued use of a product fora limited - 


period of time (see § 601.25{f)(3)). 

Under procedures by which the 
review of biological products was 
established, FDA would permit the 
continued interim marketing of products 
classified in Category HIA, provided the 


. manufacturer undertook the necessary 


additional studies to fully. determine the 
safety and effectiveness of the product. 
The agency has reconsidered this policy 
and has determined that it is in the best 
interest of the public health to reclassify 
those biologics previously classified in 
Category IIIA and to proceed to either 
reaffirm or initiate proceedings to 
revoke the license for each Category 
IIIA product. The procedures for 
implementing this policy were. codified 
under § 601.26 by final rulemaking of 
October 5, 1982 (47 FR 44062). Under. the 
new procedures, the data for each 
product classified in Category IIA will . 
be reviewed by a second expert panel to 
recommend whether: 

a. The product is safe, effective, and 
not misbranded (Category I) and may 
remain licensed; 

b. The product is unsafe, ineffective, 
or misbranded (Category II) due to the 
lack of sufficient supportive evidence 
and for which the product license shall 
be revoked; or 

c. The product lacks sufficient 
supportive evidence of effectiveness 
(also administratively identified as 
Category II) but should remain on the 
market pending the completion of 
further testing. Such a recommendation 
may be made only when there is a 
compelling medical need and no suitable 
alternative therapeutic, prophylactic, or 
diagnostic agent is available in 
sufficient quantity to meet current 
needs. 
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FDA is'submitting for review by the 
Blood Products Advisory Committee the 
available data for those products 
recommended for Category IIIA by the 
Panel. Upon completion of its review, 
the Advisory Committee will submit a 
report to FDA containing its conclusions 
and recommendations for 
reclassification of the affected products. 
Then FDA will publish a proposal to 
either implement or reject the Advisory 
Committee’s recommendations and at 
that time will provide an opportunity for 
public comment. 

d. Category IIB. Biological prodticts 
for which available data are insufficient 
to classify their safety and effectiveness 
and which should not continue in 
interstate commerce: Blood Group 
Substance A and Blood Group 
Substance:B, Pfizer Inc., License No. 164; 
Cobra Venom Solution and Cobra 
Venom with Silicic and Formic Acids 
(Cobroxin ™ and Nyloxin™), Hynson, 
Westcott & Dunning, License No. 125. 

The product licenses for Blood Group 
Substance A and Blood Group 
Substance B, manufactured by Pfizer, 
Inc., were revoked at the request of the 
licensee on June 24, 1980. Accordingly, 
no further regulatory action is 
necessary. 

As noted by the Panel, FDA has 
revoked the licenses for the remaining 
Category IIB products, Cobra Venom 
Solution and Cobra Venom with Silicic 
and Formic Acids, at the manufacturer's 
request and further action is 
unnecessary. 

2. The Panel recommended a number 
of labeling changes for Category I and 
IIA products, including in some cases 
revisions:of the indications for which 
the product is recommended. The 
agency agrees with the majority of the 
Panel's recommendations for labeling 
changes. Those recommendations 
involving labeling with which FDA 
disagrees, or which require further 
elaboration and clarification, are 
discussed elsewhere in this response. 
The public is invited to comment on the 
Panel's recommendations affecting 
product labeling and use. In the 
preamble to the final rule, FDA will 
advise licensed manufacturers to submit 
appropriately revised draft labeling to 
OBRR, Center for Drugs and Biologics 
for review and approval. FDA proposes 
to require that approved labeling, 
revised in accordance with the final 
rule, be available for distribution with 
blood products initially introduced or 
initlally delivered for introduction into 
interstate commerce 12 months after the 
date of publication of the final rule. 

On May 16, 1980 (45 FR 32550), FDA 
published final regulations codifying 
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under § 201.59 the effective dates for the 
regulations under §§ 201.56 and 201.57, 
concerning the content and format for 
labeling human prescription drugs. The 
codified effective dates for biologics 
were further clarified on January 23, 
1981 (46 FR 7272). For the blood products 
reviewed in this report, the effective 
date for the reformatting of labeling was 
set at 30 months after the date of 
publication of the final rule based on 
this proposal. Draft reformatted labeling 
was to be submitted to FDA 6 months 
after publication of the final rule. 
Consistent with § 201.59, FDA proposes 
to require that approved labeling, 
revised in accordance with §§ 201.56 
and 201,57, be distributed with products 
that have been reviewed by the Panel 
and that are initially introduced or 
initially delivered for introduction into 
interstate commerce 30 months after the 
date of publication of the final rule. 

Although FDA is proposing two 
effective dates for the various required 
labeling changes, i.e.,12 months for 
. labeling changes specifically required by 

this: rulemaking and 30 months for 
labeling changes in conformance with 
§§ 201.56 and 201.57, FDA will promptly 
review labeling changes proposed by 
‘manufacturers who wish to make all of 
the necessary changes within 12 months, 
thus avoiding the need to revise and 
reprint their product labeling twice. 
Since late 1979 when §§ 201.56 and 
201.57 were codified, FDA has reviewed 
biological product labeling that was 
submitted for other purposes for 
consistency with §§ 201:56 and 201.57 
and has offered suggestions as to how 
the labeling could be revised to comply. 
’ Thus, many manufacturers of blood 
products already have voluntarily 
revised their product labeling to comply 
with §§ 201.56 and 201.57, and only 
revisions.in accordance with this 
rulemaking remain necessary. FDA will 
continue to review labeling submitted at 
any other time for conformance with 
§§ 201.56 and 201.57. By this means, . 
FDA believes that manufacturers can 
: readily avoid repetitive revision and - 
reprinting of labeling by having final 
labeling that complies with this 
rulemaking and §§ 201.56 and 201.57 
available by.12 months after date of 
publication of the final rule. If a 
manufacturer so wishes, compliance 
with §§ 201.56 and 201.57 could be 
delayed until the proposed effective 
date, 30 months after date of publication 
of the final rule. 

3. For most of the blood products 
reviewed, the Panel recommended a 
new, generally simplified, proper name 
for each product. Based in part upon the 
Panel’s recommendations, FDA 


proposed in the Federal Register of 
October 31, 1980 (45 FR 72404) new 
proper names for biological products, 
including blood products. FDA 
published a final rule establishing new 
proper names for biological products in 
the Federal Register of January 29, 1985 
(50 FR 4128). This final rule becomes 
effective on January 29, 1986. In most 
cases, the name for a product suggested 
by the Panel is the same as the one 
established by FDA. In each case, a 
simple name was sought that would 
adequately identify the product. For 
convenience, FDA is using the former 
proper names for products in the 
preamble to this proposed rule, however 
FDA is using the correct revised proper 
names in the proposed codified portion 
of this rule. 

4. The Panel stated that the 
production of blood bags and 
transfusion tubing needs to be - 
standardized to minimize lot-to-lot 
variations. 

FDA believes that the current 
regulatory procedures and 
manufacturing practices achieve this 
goal. Before a new blood container 
anticoagulant combination canbe —_—_ 
marketed, the manufacturer must submit 
a new drug application (NDA) to FDA 
for approval. The NDA must include © 
specifications showing the maximum 
and minimum tolerance limits for each 
parameter affecting the safety and 
effectiveness of the product for its 
intended uses, Extensive clinical data 
must also be submitted to show that the 
new product, manufactured in 
accordance with these specifications, is 
safe and effective for the uses intended 
by the manufacturer. After approval of 
the NDA, it is the manufacturer’s 
responsibility under the current good 
manufacturing practice (CGMP) 
regulations for human drugs in Parts 210 
and 211 (21 CFR Parts 210 and 211) to 
ensure that such products continue to 
meet the specifications in the NDA. 
Although lot-to-lot variations may occur, 
the specification limits set in the NDA or 
approved by FDA as a supplement to: 
the NDA and the manufacturing controls 
required by the CGMP regulations for 
human drugs and for blood and blood 
components in Part 606 (21 CFR Part 
606) ensure that the blood products 
within the containers remain safe and 
effective throughout their dating periods. 
Therefore, FDA believes it is 
unnecessary at this time to require, 
through issuance of regulations, 
additional production procedures for 
blood bags and transfusion tubing. 
Voluntary performance standards are 
desirable for such products, however, 
and the agency is cooperating with the 
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subcommittee of the National 
Committee for Clinical Laboratory 
Standards (NCCLS) in their design. 

5. The Panel made the following 
recommendations concerning additional 
standards for Whole Blood (Human) in 
Part 640: 

a. The maximum number of whole 
blood donations for an individual should 
be reduced from 6 to 4 times per year 
and no more frequently than every 8 
weeks. Procedures to bleed donors more 
frequently could be established with the 
concurrence of CDB if adequate means 
are employed to protect donors from the 
development of iron deficiency. 

b. The acceptable minimum 
hemoglobin level for male donors of 
whole blood should be increased from 
12.5 to 13.5 grams per 100 milliliters of 
blood. The blood sample used for 
determining the donor’s hemoglobin 
level should be obtained by finger-stick 


_ or by venipuncture. 


c. Both cell grouping and serum 
(reverse) grouping should be required in 
donor ABO blood grouping. Any 
discrepancy in the results of these tests 
should be resolved before the blood is 
labeled. Licensed reagents or their 
equivalent should be required for cell 
grouping tests. 

d. The blood should be tested for the 
D" variant if the test using Anti-D serum 
is negative. Routine testing for C and E 
and other Rh antigens should not be 
required. 

Based in part on these Panel 
recommendations, in the Federal 
Register of October 31, 1980 (45 FR 
72422), FDA proposed to revise the 
additional standards for Whole Blood 
(Human). Subsequently, FDA withdrew 
for reconsideration that proposed rule 
(July 22, 1983; 48 FR 33494). FDA herein 
is reproposing to revise additional 
standards for Whole Blood (Human) 
consistent with the Panel 
recommendations. However, several of 
the reproposed revisions are 
significantly different from those 
proposed in October 1980. FDA advises 
interested persons to resubmit any 
comments on the October 1980 proposed 
rule that remain relevant, referencing 
the docket number found in the heading 
of this document. 

The Panel’s recommendation that the 


‘maximum permissible donation 


frequency should be reduced from six to 
four times per year reflects its concern, 
based on published data from a number 
of clinical studies, that under the current 
donor suitability requirements some 
individuals may develop an iron 
deficiency when donating at or near the 
current maximum rate. The Panel’s 
recommendations conrerning the 





determination of a donor's hemoglobin 
level (item b. above) are also related to 
the protection of individuals with low 
iron stores. 

FDA shares the Panel's concern that 
the present donation schedule may 
result in a significant depletion of iron 
reserves in blood donors, which may not 
be detectable by the currently required 
donor-screening procedures. Data made 
available to FDA since the Panel’s 
review and the October 31, 1980 
proposal further substantiate the 
relationship of frequent blood donation 
and the development of an iron 
deficiency, especially for female blood 
donors (Simon, T.L., “Iron Stores in 
Blood Donors,” Journal of the American 
Medical Association, 246:2038, May 22, 
1981). Accordingly, FDA agrees that the 
present standards concerning donation 
frequency and donor suitability should 
be modified to protect individuals with 
low iron stores. Although FDA agrees 
that the specific measures recommended 
by the Panel would ensure the health of 
all donors, the agency believes that 
alternative modifications to the 
standards would be equally effective in 
protecting the health of blood donors. 
FDA believes that, in some localities, a 
fixed reduction in donation frequency 
could have a significant adverse effect 
on a community's blood supply and 
alternative procedures, such as 
establishing more stringent donor 
suitability requirements, would be 
preferable. In other localities, the effect 
of reducing the donation frequency 
would be negligible. Consequently, the 
agency believes that each facility should 
be allowed maximum flexibility for 
selecting appropriate standards for 
adequately protecting the health of its 
donor population. 

Accordingly, for those establishments 
that elect to operate under routine donor 
suitability requirements, FDA is 
proposing to amend § 640.3 to reduce the 
routine maximum donation frequency to 
five times per year for male blood 
donors and four times per year for 
female blood donors. The lower rate 
proposed for female donors is consistent 
with data showing that iron levels are 
more critical for females. FDA is 
proposing to retain the requirement that 
individuals donate no more frequently 
than once every 8 weeks. 

Under the proposed regulation, blood 
establishments will be offered several 
alternatives by which an individual may 
donate blood more frequently than 
allowed by the proposed routine limits. 
First, as is provided in the current 
regulations, an individual may donate 
more frequently if examined by a 
licensed physician at the time of 


~- 


donation and the physician certifies in 
writing that the donor meets all donor 
requirements described under § 640.3._ 
Second, a licensed blood establishment 
may submit to OBRR, a protocol 
describing the procedures the 
establishment intends to use to protect 
the health of individuals donating more 
frequently than allowed by the proposed 
routine limits, particularly procedures to 
prevent the development of an iron 
deficiency by the donor. Upon approval 
by OBRR, the procedures would be 
incorporated into the establishment's 
written standard operating procedures 
(SOP) and uséd to protect those 
individuals donating more frequently 
than allowed by the proposed routine 
limits. Finally, FDA invites the 
submission by any of the organizations 
representing the blood-banking industry 
of protocols for procedures to protect 
donors contributing blood more 
frequently than allowed by the proposed 
routine limits. Upon approval by OBRR, 
the procedures could be published in a 
procedural manual sponsored by the 
organization or otherwise distributed to 
individual blood establishments. 
Individual establishments could then 
incorporate the procedures into their 
SOP and begin implementation without 
the direct approval of OBRR. By the use 
of these alternatives, the agency 
believes that the health of the donors 
will be protected without any adverse 
effect on the Nation's blood supply. 
OBRR will begin the review of 
submitted protocols immediately upon 
receipt so that such alternative 
procedures for protecting donors may be 
put into effect in a timely manner. 

The Panel's recommendation that the 
blood sample used for determining 
donor's hemoglobin level be obtained by 
fingerstick or venipuncture is based 
upon data demonstrating that the 
alternative technique, earlobe puncture, 
gives less consistent and generally 
higher hemoglobin values. FDA agrees 
that the earlobe puncture technique 
produces results that do not correlate 
consistently with the hemoglobin level 
of venous blood; however, FDA believes 
that the use of this sample technique 
does not necessarily invalidate the test 
results. There are some donors who, for 
reason of comfort, prefer the earlobe 
puncture technique and in fact may not 
donate if alternative techniques were 
used. Many establishments use the 
earlobe puncture technique only upon 
the request of the donor. At some of 


_ these establishments, a higher minimum 


acceptable hemoglobin level is used 
when the blood sample is collected by 
earlobe puncture. Because of the 
insensitivity of the method routinely 
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used to determine the hemoglobin level, 
the copper sulfate method, FDA does 
not believe that the technique for 
obtaining the blood sample will 
significantly alter the health protection 
characteristics of this screening 
procedure. Accordingly, although FDA 
considers venipuncture and finger 
puncture the preferred techniques, the 
agency intends to continue to permit the 
use of the earlobe puncture technique, 
with each blood establishment 
establishing appropriate minimum 
hemoglobin levels as discussed below. 

FDA agrees that in most cases the 
acceptable minimum hemoglobin level 
for male donors should be 13.5 grams 
per 100 milliliters (1 deciliter) of blood. 
Many blood banks have already 
adopted this level as a voluntary 
standard. The agency recognizes, 
however, that the average hemoglobin 
level of a population varies according to 
the geographic location. Specifically, 
individuals residing in a high-altitude 
location tend to have a higher 
hemoglobin level. As a result, a specific 
minimum hemoglobin level may be 
reasonable for some locations while 
resulting in the rejection of healthy 
donors at other locations. 

Accordingly, FDA is proposing to 
amend the regulations in § 640.3{b)(3) by 
no longer prescribing specific acceptable 
minimum hemoglobin levels, and placing 
the responsibility on each blood 
establishment for determining what 
minimum hemoglobin levels should be 
set for the adequate protection of its 
donors. The hemoglobin levels selected 
should be based on the geographic 
location of the establishment and shall 
be consistent with current scientific 
knowledge and good blood-banking 
practices. The minimum acceptable 
hemoglobin levels and the method of 
blood sample collection shall be 
documented in the establishment's SOP. 
Major organizations representing the 
blood-banking industry, as part of the 
protocols for the protection of iron- 
deficient donors, may recommend 
appropriate methods and criteria for the 
screening of donors on the basis of 
hemoglobin levels. A licensed 
establishment intending to modify its 
hemoglobin testing procedures and 
criteria in a manner other than that 
established by a major blood-banking 
organization must notify the Director, 
OBRR, of the prospective change and 
have its establishment license amended 
accordingly. 

Currently, the regulations concerning 
ABO blood grouping under § 640.5(b) 
require that at least two blood group 
tests be made on éach unit of blood and 
that these tests must agree before the 
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unit is issued. Serum grouping (testing 
the donor's serum against known group 
A and group B cells) is not specifically 
required. FDA agrees with the Panel that 
serum grouping is the most reliable 
means of confirming the results obtained 
by cell grouping. Indeed, most blood 
establishments already perform both of 
these tests in determining a donor's 
ABO group. Accordingly, FDA is 
proposing to revise § 640.5(b) to require 
that both cell grouping and serum 
grouping be performed in determining 
the ABO group of a donor's blood and 
that any discrepancy in the results of 
these tests shall be resolved before the 
blood is labeled. The current regulations 
already permit the use of unlicensed 
blood grouping sera if the sera are 
shown to meet the same regulatory 
standards as the licensed reagents. This 
provision is revised only for clarity and 
to identify the requirements that 
unlicensed sera must meet. 

‘ Under current § 640.5(c), the testing of 
_ blood for the D antigen variant known 
as D* is optional, provided that blood 
otherwise tested as Rh negative is 
labeled to show when testing for D® was 
not done. The testing of Rh negative 
blood for other Rh antigens, such as C 
and E, is optional. Most blood banks 
routinely test blood negative for the D 
antigen for D*, while tests for the other 
antigens in the Rh system generally are 
not done. FDA agrees that D negative 
blood should always be tested for D* to 
ensure the accurate characterization of 
the blood and to prevent the possible 
immunization of blood recipients who 
are Rh negative. Accordingly, FDA is 
proposing to revise § 640.5(c) to require 
that blood tested as negative using Anti- 
D Blood.Grouping Serum be tested for 
D*. FDA is proposing to clarify the 
provision in § 640.5(c) concerning the 
use of unlicensed reagents and to 
identify the requirements that 
unlicensed reagents must meet. 
Provisions for the appropriate labeling 
of blood according to Rh group were 
included in the Uniform Blood Labeling 
proposal of October 31, 1980 {45 FR 
72416) and final rule of August 30, 1985 
(50 FR 35458). 

6. The Panel recommended that: (1) 
Each unit of blood from selected donors 
should be tested for clinically significant 
unexpected antibodies unless the unit of 
blood will be issued without significant 
amounts of plasma, in which case 
antibody screening should not be 
required; {2) blood found to contain 
significant antibodies should not be 
transfused unless the plasma is first 
removed; and {3) a preliminary donor 
screening based on the donor’s medical 
history could be allowable as an 


alternative procedure to testing for 
clinically significant unexpe 
antibodies. 

FDA agrees that’bleod from a donor 
whose medical history indicates that 
significant unexpected antibodies 
maybe present should be tested for 
significant antibodies. The proposal to 
revise the additional standards for 
Whole Blood (Human) published on 
October 31, 1980, included a requirement 
that blood from previously transfused or 

iously pregnant donors be screened 


_ previous 
for significant alloantibodies— 


antibodies in blood plasma that could 
react with antigens on a recipient's red 
blood cells. Although that proposal was 
subsequently withdrawn for further 
consideration (July 22, 1983; 48 FR 
33494), FDA remains convinced that 
such a requirement should be 
promulgated. Acc y, FDA is 
reproposing in § 640.5{d) to require the 
screening of blood from previously 
transfused or previously pregnant blood 
donors for the presence of significant 
alloantibodies. FDA is proposing a 
cross-reference to this provision in 

§ 640.33{a} of the additional standards 
for Single Donor Plasma [Human). As 
discussed in FDA's response to the 
Panel recommendation that follows, 
FDA also is proposing to require that the 
procedures for screening for significant 
donor alloantibodies be described in 
each establishment's standard operating 
procedures manual. 

In its Uniform Blood Labeling 
regulations (August 30, 1985; 50 FR « 
35458), FDA included a requirement that 
significant unexpected antibodies be 
identified on the label of blood and 
blood components containing significant 
amounts of plasma. Because the donor 
blood sample is taken at the time of 
collection of the unit, the intended use of 


_ the unit is usually unclear and plasma 


may subsequently be used for 
transfusion. Consequently, FDA is 
proposing to require that all units of 
blood from the selected donor be 
screened for the presence of significant 
alloantibodies. FDA notes, however, 
that the screening procedure may be 
omitted if the plasma is immediately 
separated from the unit and labeled in a 
manner to prevent the plasma’s use for 
transfusion. The agency believes that 
donor blood containing significant 
alloantibodies does not constitute a 
hazard to the recipient if the plasma is 
removed or if it is properly 
crossmatched with the recipient's cells. 
The proposed rules would continue to 
permit the use of such blood for 
transfusion, provided that the unit is 
labeled adequately to inform the 
clinician. 
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7. The Panel recommended that the 
major crossmatch (testing the 
compatibility of donor erythrocytes 
against recipient serum) should employ 
methods that demonstrate significant 
hemolyzing, agglutinating, and coating 
antibodies which are active at 37° C and 
should include the antiglobulin test or 
its equivalent. The Panel also | 
recommended that a minor crossmatch 
(donor serum tested against recipient 
cells) should not be required as part of 
the pretransfusion testing. 

FDA agrees with the Panel’s 
recommendations. Section 606.151 of the 
biologics regulations describes the 
procedures for compatibility testing of 
donor and recipient blood which must 
be included in each blood 
establishment's written SOP. FDA is 
proposing to revise this section in 


- response to the above recommendations 


and other related Panel 
recommendations, and to update and 
clarify the section consistent with 
current medical knowledge and existing 
regulations. The proposed amendments 
to each paragraph of § 606.151 are 
described below: 

a. Proposed § 606.151{a) would require 
that the SOP describe a method to 
ensure the positive identification of 
blood samples of donors, as well as the 
blood samples of recipients, as is 
currently required. This proposed ; 
requirement is consistent with current 
§ 640.4 (e) and (g) which require 
appropriate handling and positive 
identification of a donor's blood 
samples. 

b. Current § 606.151(b) would be 
deleted. Through practical experience it 
has been determined that the normal 
length of storage of serum samples does 
not affect the accuracy of pretransfusion 
test results. Accordingly, FDA is 
proposing to delete-the requirement to 
use only recipient serum less than 48 
hours old. 

c. Proposed § 606.151(b) would require 
a description in the SOP of the 
procedures for determining the ABO and 
Rh groups of donors and recipients using 
licensed blood grouping sera or their 
equivalent. The proposed requirement is 
consistent with the requirements of 


‘ § 640.5 (b) and {c) concerning the testing 


of donor blood samples. 

(d) Proposed § 606.151{c) would 
replace current § 606.151{d) concerning 
the minor crossmatch of each donor's 
serum with the recipient’s cells for the 
detection of significant antibodies. As 
noted by the Panel, it is now considered 
unnecessary to crossmatch a donor's 
serum with the recipient's red blood 
cells for the detection of significant 
antibodies. Proposed § 606.151{c) would 





require a description in the SOP of the 
procedures for the detection of 
significant alloantibodies in the plasma 
of those donors who are most likely to 
have significant alloantibodies, namely, 
previously transfused or previously 
pregnant donors. The more general term, 
“significant alloantibodies,”’ antobodies 
produced by an individual that react 
with antigens of another individual of . 
the same species, is substituted for 
“agglutinating, coating and hemolytic 
antibodies.” Proposed § 606.151({d) is 
worded consistently. 

e. Based on current § 606.151(c), FDA 
is proposing to revise § 606.151(d) 
concerning the major crossmatch. 
Consistent with the Panel's 
recommendation, FDA is proposing to 
require that the SOP specify a method 
that will demonstrate significant 
alloantibodies which are active at 37° C. 
Proposed § 606.151(d) would permit the 
use of alternative methods to the 
antiglobulin technique, which are 
equally sensitive for the detection of 
unexpected alloantibodies. This less 
restrictive requirement will allow new 
antibody detection methods to be used 
as technology develops. 

f. FDA is proposing to delete the 
recordkeeping provisions now included 
in § 606.151(e). Such recordkeeping 
requirements already are included in 
current § 606.160 Records under 
paragraph (b)(3)(v). FDA is proposing to 
add to § 606.151(e) a requirement to 
descrive in the SOP the procedures for 
neonatal and autologous transfusions, 
two other situations, where the full 
regimen of pretransfusion testing might 
not be appropriate. 

8. The Panel recommended that the 
requirements for the serological test for 
syphilis (STS) be removed from the 
regulations for determining the 
suitability of whole blood donors and 
plasma donors. The Panel's conclusions 
follows: 

a. STS is a nonspecific and 
inaccurate test. The majority of positive 
test results are “biological false 
positive” (BFP), due to various acute or 
chronic conditions and illnesses 
unrelated to syphilis that are 
nonspecifically detected by the STS test. 
In addition, early in the onset of the 
disease, the STS is often nonreactive, 
even though the causative agent of 
syphilis, Treponema Pallidum, is 
circulating in the person's blood stream. 

b. Syphilis is not transmitted by blood 
transfusion. Because of modern blood 
banking and transfusion practices, 
syphilis is not known to be transmitted 
by blood transfusion. As described 
above, blood containing the causative 
agent of syphilis may be nonreactive by 
the STS and may be transfused; 


however, not one case of transfusion- 
transmitted syphilis has been reported 
in the past 20 years. 

FDA agrees with the Panel's findings; 
the STS is no longer useful for is original 
intended purpose, namely, the 
prevention of the transmission of 
syphilis through either blood transfusion 
or the use of other injectable blood 
products. However, because of 
considerations evolving subsequent to 
the Panel's review, FDA intends to 
publish separately rulemaking to remove 
the requirements for performing the STS 
for syphilis. 

9. The Panel presented:a list of 
information that shduld be exclusively 
included on Whole Blood (Human) and 
Red Blood Cell (Human) container 
labels. Of particular note, the Panel 
suggested that only paid donors and not 
volunteer donors need to be identified 
on the blood label. The Panel also 
suggested that, in the event machine- 
readable codes are included on the 
container label, the codes should not 
detract from the eye-readable aspects of 
the label. 

FDA agrees in part and disagrees in 
part with the Panel's recommendations. 
In the Federal Register of August 30, 
1985 (50 FR 35458), FDA promulgated 
revised requirements for the uniform 
labeling of blood and blood components. 
With several exceptions, the final rule 
agrees with the Panel's 
recommendations regarding labeling. 
FDA will require that the instructions, 
“transfuse through a filter" and “do not 
add medication other than 0.9% NaCl 
solution,” be placed in the instruction 
circular, rather than on the container 
label as suggested by the Panel. Also. 
FDA wil retain unchanged the 
requirement in §606.120{b)(2) regarding 
the donor classification, “volunteer 
donor”. 

In the Federal Register of January 13, 
1978 (43 FR 2142), FDA promulgated the 
requirement that.a donor classification 
statement be included on the label to 
protect public health. FDA based its 
regulation on data showing that blood 
from paid donors generally presents a 
higher risk of transmitting hepatitis than 
blood from volunteer donors. At a June 
1982 meeting, FDA's Blood Products 
Advisory Committee was asked to 


.consider, among other things, FDA's 


donor classification requirements. The 
Blood Products Advisory Committee 
recommended that the current donor 
classification requirements be retained 
without change. A number of States 
have enacted legislation that requires 
donor classification on blood labels, 
with specific labeling requirements 
varying from State to State. FDA intends 
to require a uniform label for blood 
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products shipped in interstate commerce 
and will protect public health by 
continuing to require a statement of 
donor classification on the label of each 
unit of blood. 

In its uniform blood labeling final rule 
of August 30, 1985, FDA recommended 
that machine-readable (bar-code) 
information be included on each blood 
container label. FDA is also 
recommending that each blood label 
have all information in a standard 
position and format. FDA believes that 
the additional bar coding should not 
detract from the eye-readable accuracy 
of the label. 

10. The Panel determined that there is 
limited evidence supporting a 48-hour 
dating period for Whole Blood (Human) 
Heparin and recommended that the 
dating period be reduced to 8 hours. 

FDA agrees that the available data 
are inadequate to support a 48-hour 
dating period for the product. There is a 
lack of data to show that adequate red 
blood cell viability is maintained for 48 
hours or data to identify any molecular 
and cellular changes that may occur in 
heparinized blood during storage. 
Accordingly, the agency is proposing to 
amend § 610.53 Dating periods for 
specific products by prescribing an 8- 
hour dating period for Whole Blood 
(Human) Heparin, pending the 
submission of satisfactory data in 
support of a longer dating period for this 
product. 

11. The Panel noted that some 
institutions add ACD or CPD : 
anticoagulant to heparinized blood and 
use it up to 12 days thereafter. The Panel 
advised that, if there is a need for such a 
modification, additional studies would 
be appropriate to demonstrate the safety 
and effectiveness of the product. 

FDA believes that such a modified 
product is not safe and effective and its 
use clearly is not permitted under the 
regulations. (See §§ 601.12(b), 610.52, 
610.53, 640.2(c), and 640.4(d) of the 
biclogics regulations.) 

12. The Panel recommended that 
frozen and deglycerolized red blood cell 
products should meet the following 
criteria. : 

a. Red Blood Cells (Human) 
Deglycerolized should be prepared by a 
method resulting.in a minimum in vitro 
yield of 80 percent of the original red 
blood cell mass. 

b. At least 70 percent of the red‘blood 
cells.should survive in the recipient 24° 
hours after transfusion. 

c. The effective yield (mean in vitro 
yield multiplied by the mean percent of 
survival at 24 hours post-transfusion) 
should be at least 65 percent. 
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d. The final suspending solution for 
deglycerolized red blood cells should be 
isotonic and contain between 130 and 


milligrams of supernatant 
per deciliter. 

Three methods, the low- and high- 
glycerol methods and 


Each of these methods has been shown 
by manufacturers’ data, scientific 
literature, and practical experience to 
produce an isotonic final product that 
meets the cell viability criteria specified 
above. New product license applications 
for Red Blood Cells (Human) Frozen 


established acceptable methods, or, if 
approval is sought for a significantly . 
modified or new method of freezing 
and/or thawing, appropriate supportive 
data must be submitted to demonstrate 
that the final product is safe and 
effective. FDA considers the current 
policy adequate for determining the 
safety and effectiveness of these 
products, and no changes to the criteria 
are proposed at this time. 

13. The Panel suggested that the 
dating period for Red Blood Cells 
(Human) Frozen may be extended 
beyond the currently codified 3-year 
period (§ 610.53(b)}, provided the 
product is shown to meet specified 
viability and recovery criteria. The 
Panel also recommended that the shelf- 
life for Red Blood Cells (Human) 
Deglycerolized (the period between 
removal of the product from storage at 
—65 °C to the time of transfusion) 
should be extended beyond the 
currently permitted 24 hours, if specified 
viability and recovery criteria are met 
and no increased risk of bacterial 
contamination is shown when compared 
with the product stored in a liquid state. 

FDA agrees with these 
recommendations. The agency is aware 
that on many occasions frozen red blood 
cells of rare phenotypes have been 
transfused without apparent adverse 
effect after storage for significantly 
longer periods than 3 years. FDA 
requests that interested persons submit 
any data available to support a longer 
dating period for Red Blood Cells 
(Human) Frozen. The supporting 
information should be submitted for 
each of the currently approved 
cryopreservation methods and should 
include recovery, survival, and effective 
yield data at the end of the extended 


storage period. 


FDA also will consider amending the 
24-hour post-thaw shelf life period in the 
current regulatory standards for Red 
Blood Cells (Human) Deglycerolized 
upon receipt by FDA of data © 
demonstrating that neither the risk of 
bacterial contamination nor the level of 
free hemoglobin is greater with the 
extended shelf life period than that 
associated with currently licensed 
deglycerolized red blood céll products 
with shelf life limited to 24 hours, and 


' that acceptable viability and recovery 


criteria are met. 

14. The Panel recommended that each 
registered establishment {blood bank or 
laboratory) processing Cryoprecipitated 
Antihemophilic Factor (Human) should 
standardize its factor VIII assay and 
correlate the in vitro test results with in 
vivo recovery and survival testing, and 
reestablish the correlation each time a 
significant change in the production 
process occurs. 

FDA agrees that a standardized factor 
VIII assay should be used by all 
registered blood establishments and 
testing laboratories involved in the 
processing of cryoprecipitate. A dried 
plasma standard with an assigned 
potency based on comparison with the 
World Health Organization (WHO) 
standard is availale from the Office of 
Biologics Research and Review, FDA 
(see § 640.55 (21 CFR 640.55). 
Manufacturers should obtain such a 
standard from FDA to be used to 


-calibrate their house standard for the 


factor VIII assay. 

FDA agrees that in vitro factor VIII 
assay results should be correlated with 
the clinical effects of the product. The 
agency recognizes that there are 
technical difficulties in obtaining 
reliable in vivo recovery data known to 
correlate with in vitro test results. Until 
an appropriate standard method of in 
vivo testing can be developed, the 
agency will consider the in vitro test 
validated when the assayed product is 
found to achieve the expected clinical 
results, as determined by careful patient 
monitoring. FDA advises that this form 
of validation is necessary at the time of 
the initial manufacture of the product 
and when the production process is 
significantly changed. 

15. In the text of their review of 
Cryoprecipitated AHF, the Panel made 
several technical suggestions pertinent 
to the preparation of cryoprecipitate. 
The Panel also recommended several 
changes in the labeling for 
Cryoprecipitated AHF. The 
recommendations are summarized 
below. 

a. if the unit is frozen in a liquid 
medium, an overwrap should be used to 
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prevent interaction of the freezing liquid 
with the plastic bag and its contents. 
(All licensed blood banks already follow 
this procedure.} 

b. Cryoprecipitate containers should 
be thawed at 30° to 37° C for at least 15 
minutes to ensure maximum Factor VIII 
recovery. 

c. Saline is the preferred diluent if 
cryoprecipitates are provided on a non- 
blood-group-specific basis. 

d. Pooling should be performed by 
experienced personnel to ensure 
complete removal of all concentrated 
material from each container. 

e. The labeling should indicate that 
cryoprecipitate usually contains at least 
150 milligrams of fibrinogen per unit. 

f. The labeling should indicate that 
good patient management requires 
monitoring treatment responses to 
cryoprecipitate transfusions with 
periodic plasma Factor VII or 
fibrinogen assays in hemophilia A and 
hypofibrinogenemic recipients, 
respectively. 

FDA finds that many of these 
suggestions are appropriate for inclusion 
in the SOP manual required for each 
establishment by § 606.100(b). 
Accordingly, FDA proposes to require 
that the above procedures (a) through 
(d) be added to the SOP manuals for 
cryoprecipitate-production upon the 
effective date of the final rule. Because 
the technical suggestions are directed 
toward the user of the product, FDA 
finds the information (b) through (d), as 
weil as the specific labeling 
recommendations listed in (e) and (f), 
appropriate for inclusion in the 
instruction circular made available with 
the product. Accordingly, as provided in 
the Uniform Blood Labeling final rule of 
[date pending], FDA will require that the 
information described in items {b) 
through (f) be included in the instruction 
circular. 

In regard to suggestion {d) concerning 
pooling, FDA advises that the final 
pooled product, except when. 
specifically provided for in the product: 
license, may not be transported in 
interstate commerce. As a result, it is 
usually more practical to pool the 
product at the hospital or at the home of 
the patient immediately prior to use 
rather than at the processing facility. 
Accordingly, the information has been 
proposed for inclusion in the instruction 
circular. OBRR has information on the 
safety of the procedures for pooling 
cryoprecipitate at the time of 
manufacture. FDA currently is reviewing 
license amendments to permit this 
procedure. 

16. The agency has detevinined that - 
the following biologics regulations 
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respond fully to specific Panel 
recommendations, or to suggestions. 
contained in the text of their review 
concerning Cryoprecipitated 
Antihemophilic Factor (Human). The 
regulations are summarized below only 
to the extent that they relate-to a Panel 
recommendation: 

Section 640.56 (a). and (d)—Each blood 
bank must test at least four units of 
cryoprecipitate in each month of 
preparation to assure an average 
potency of no less than 80 units of 
antihemophilic factor per container. 

Section 606.122(n}{1)—The instruction 
circular shall bear a statement-that the 
average potency is 80 or more units of 
antihemophilic factor. 

Section 606.122(n)(5)—The instruction 
circular shall bear instruction to store at 
room temperature after thawing and to 
use as soon as possible, but.no later 
than 4 hours after entering or pooling 
and within 6 hours after thawing. 

17. The Panel noted that research is 
needed to establish the fate and function 
of monomeric, dimeric, and polymeric 
forms of Normal Serum Albumin - 
(Human) (NSA). As.an interim measure, 
the Panel recommended that the 
production process for NSA be designed 
to assure that the maximum amount of 
albumin is in the monomeric form. The 
Panel also noted that if minimum limits 
are set for the monomeric content of 
NSA, the expiration times (dating 
periods) may-need to be revised. 

The agency agrees and has carried out 
research to develop suitable methods for 
measuring the amount of monomeric, 
dimeric, and polymeric forms of albumin 
in both NSA and Plasma Protein 
Fraction (Human) (PPF).:Furthermore, 
FDA has carried out laboratory 
measurements that show that 
nonmonomeric albumin is less effective 
osmotically than the native (monomeric) 
form. During.an open meeting of FDA's 
Biood Products Advisory Committee on 
February 8, 1983, FDA discussed with 
manufacturers of plasma derivatives.a 
number of possible changes in the 
regulations for NSA, PPF, and immune 
globulins. FDA discussed determining 
the monomeric, dimeric, and polymeric 
albumin content of NSA and PPF by 
measuring the molecular distribution of 
each lot of final product. Through 
separate rulemaking, FDA intends to 
propose revised additional standards for 
NSA and PPF. The proposed rule would 
add new requirements, such as a 
requirement for a test for molecular 
distribution, while deleting or relaxing 
some existing requirements, as indicated 
by recent advances in technology. FDA 
will continue to examine stability data 
and, if appropriate, will propose revised 


_ dating periods or storage conditions for 


NSA and PPF in § 610.53(a). 

18. In their review of Normal Serum 
Albumin (Human), the Panel. : 
recommended. that: 

a. The sodium content of NSA should 
be limited to 130 to 160 mene 
per liter (mEq/L); 

b. CDB should be informed by the 
manufacturer of the amount of . . 
“reworking” in the production of each ~ 
lot released; 2 

c. The term “salt poor” should be . _ 
discontinued on the product labeling; 

d. The approximate concentration of 
chloride and potassium ions should be 
given in the package insert. 

FDA agrees with the Panel's 
recommendations. Regulations in 
accordance with items a. and b. above 
are already codified under §§ 640.82(d) 
and 640.85(b)(1) and (3) of the biologics 
regulations. - ~ 

FDA advises that the Panel's 
recommendation concerning the term 
“salt poor” was implemented in the 
Federal Register of May $1, 1977 (42 FR 
27577), and the terth is no longer used in 
product ues. 

FDA agrees that the approximate 
concentrations of chloride and 
potassium ions should be included in the 
product labeling. The potassium ion - 
concentration is of particular - 
significance because high potassium 
concentrations in a patient's plasma 
(hyperkalemia) caused, for example, by 
large volume transfusions, are known to 
affect cardiac function adversely. 

FDA is proposing to amend the 
additional standards for Normal Serum 
Albumin {Human} in § 640.82 to require 
that the potassium concentration of the 
final product not exceed 2 


- milliequivalents per liter {2 mEq/L). 


Laboratories at OBRR have tested a . : 
number of recently released lots of NSA 
at various protein concentrations to 
determine their potassium content. All 
lots tested, regardless of the.protein 
concentration, contained less than 1 
mEq/L potassium. Under § 640.82(d), 
manufacturers of NSA are required to 
determine the sodium content of the 
final product. The test used by nearly all 
manufacturers for determining the 
sodium content of the product (flame 
photometry) may simultaneously be 
used for determining the potassium 
concentration; therefore, the proposed 
requirement does not impose any 
additional testing burden upon the 
manufacturer. An identical requirement 
is already in effect for a-similar licensed 
product, Plasma Protein Fraction 
(Human) (§ 640.92(d)). 

Consistent with the Panel's 
recommendations, EDA also intends to 
require that the package insert note 
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under the “Description” section of the 


. labeling that the product contains less 


than 2 mEq/L of potassium. 
Alternatively, the labeling may note the 


- approximate potassium-concentration of 


the product as determined by. the assay 
of a representative number of lots. 

The package insert should also 
include the approximate chloride ion: 
content of the final preduct. The. 
approximate concentration may be. . 
established by determining the range of 
chloride ion concentrations of an 
adequate number.of representative lots. 
and be expressed in the package insert 
either as a range of values or by other 
means which note the possible variation 
in concentration. For certain patients, 
the clinician must know the 
approximate chloride concentration of a 
product used for replacing lost plasma 
to ensure that the proper acid-base . 
relationship of electrolytes in the patient 
is being maintained (Rahilly, G.T., and 
T. Berl, “Severe Metabolic Alkalosis: 
Caused by Administration of Plasma 
Protein Fraction in End-Stage Renal 
Failure,"The New England Journal of 
Medicine, 301:824-826, 1979). . 

The.chloride ion:concentration is... . 
equally relevant for the proper. 
administration of Plasma Protein. - . 
Fraction (Human). With the exception of 
the product labeling for two licensees, 
this information is already included in 
the package circular. FDA intends to 
require that all package circulars for 
Plasma Protein Fraction (Human) 
include this information. 

19, In accordance with FDA's finding 
that placental plasma is unsuitable-as a 
source material for the manufacture of 
Normal Serum Albumin (Human), the 
agency proposes to amend § 640.80(b) of 
the biologics regulations to delete 
reference to placentas as.an acceptable 
source material. In addition, because . 
FDA believes that placental plasma 
should no longer be used for 
manufacture of NSA, FDA proposes to. 
delete § 640.84(b) which requires that > 
the labeling of the final product identify 
whether. the product was derived from 
venous plasma, placental plasma, or 
both. 

In a related matter not specifically 
addressed by the Panel, FDA is 
proposing to delete reference to serum 
and blood as allowable source materials 
for the manufacture or Normal Serum 
Albumin (Human), Plasma Protein 
Fraction (Human), Immune Serum 
Globulin (Human), and Measles Immune 
Globulin (Human), 

‘Serum has not been used as a source 
material for blood derivatives since the 
advent of the modern anticoagulants, 
more than two decades ago. Since that 
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time, serum has not been available to 
derivative manufacturers. In recent 
years, the blood clotting mechanism has 
become more completely-understood. It 
is known that a variety of blood enzyme 
systems are activated during clotting 
and that many of these activated 
enzymes have vasoactive properties. 
Before FDA would again permit the use 
of serum.as a derivative source material, 
it would be necessary to demonstrate 
that these extraneous activated enzymes 
have been removed, either before or 
during the fractionation process. 

- Accordingly, FDA is proposing to amend 

_ §§.640.80,.640.90, 640.100, and 640.110, to 
delete the references to serum as an 
allowable source material for blood 
derivatives. Furthermore, licensed 

' manufacturers of plasma derivatives no 

longer receive whole blood and remove 

the'red blood cells at the fractionation 
facility. Accordingly, FDA proposes to 

‘amend the sections above by deleting 

the.word “blood.” 

20. The Panel stated that 
: manufacturers of Plasma Protein 

Fraction (Human) should have a control 
testing program for measuring 
prekallikrein activator (PKA) in the 
product and that the acceptable level of 

PKA should be no more than 25 percent 

of the then-current Bureau of Biologics 

(now CDB) reference standard 

(Reference Lot No.1}. The panel also 

recommended that, as‘technology 

_ permits, limits for bradykinin content in 

PPF should also be established. 

~~ FDA accepts these recommendations. 

Both of these issues were discussed at 

FDA's Workshop, “Roundtable 

Discussion of PKA and Bradykinin 

Measurements in PPF and Albumin,” 

' held March 16, 1978. At this meeting, it 
was found that test methods used by 
manufacturers for determining the 
enzyme activity yielded values for the 
PKA concentration in the product which 
agreed well with those values 
determined by the agency. Although . 
FDA does not at this time propose limits 
for PKA levels, all manufacturers of PPF 
have instituted control testing programs 

‘for measuring PKA and a maximum PKA 

_ level equal to 25 percent of that in.the 
- 1978 reference preparation (Reference 

Lot No. 1) is now .a-product-release 

criterion with which the manufacturers 

voluntarily comply. FDA also believes it 
would be appropriate for manufacturers 
to establish voluntarily a maximum 

permissible PKA level for Normal Serum 

Albumin (Human). 

Although PPF has caused hypotensive 
adverse reactions that cannot be related 
to its PKA content, at present few, if 
any, of the reported reactions can be 
ascribed to the bradykinin content of the 


product; nor are data currently available 
to establish the magnitude of a safe and 


: appropriate required limit of bradykinin 


content. The agency has invited the . 
submission of such data (42 FR 27581; 
May 31, 1977), but none has been 
received. Some manufacturers have set 
voluntarily an in-house bradykinin limit 
for their products. 

21. In its review of Plasma Protein 
Fraction (Human) (PPF), the Panel! noted 
in several instances that there were 
inadequate data available for accurately 
determining the benefit-to-risk ratio for 
the product. In particular, the Panel 
found that PPF is effective in. 
maintenance of a normal circulating 


_ blood volume, but PPF has not been 
_proven to be effective in the 


maintenance of oncotic pressure and 
that the degree of effectiveness of this 


‘ .product may be related to the method of 


preparation. The Panel recommended 
that more sophisticated in vivo studies 
be sponsored within the medical 
community to evaluate the effectiveness 


of PPF in elevating oncotic pressure and. 


that, in the absence of such data, the 
package insert should indicate that no 
evidence exists that PPF appreciably 
increases the oncotic pressure of the _ 
patient's plasma. 

FDA agrees that there are ealeanan 
data to support the oncotic effectiveness 
of PPF and that the recommended study 
should be performed. Because the : 
recommended study is directly related 
to demonstrating the effectiveness.of the 
product for its labeled indications, FDA 
believes that it is primarily the 
responsibility of the manufacturers of 


‘ this product to ensure that such studies... 


are done. Consistent with the Panel’s 
Category I recommendation and 
because adequate methods to measure 
oncotic effectiveness may- not yet be 
available, FDA is not proposing to 
require manufacturers of PPF to 
undertake these studies at this time. 
FDA agrees that until adequate data are 
available the labeling should note that 
there is no evidence that PPF 
appreciably elevates oncotic pressure. 
Accordingly, FDA proposes that this 
revision in PPF labeling be made in 
accordance. with the Panel's 
recommendations. 

22. In its review of Antihemophilic 
Factor (Human) (AHF), the Panel 
recommended that: .. 

a. The labeling should include 
information about the content of anti-A 
and anti-B antibodies which may cause 
hemolytic anemia when given in large 
amounts. 

b. Manufacturers should test each lot 
of the product to determine its anti-A 
and anti-B levels. 


c. When applicable, the final product 
should be tested to demonstrate that it 
contains no more than 0.1 microgram of 
aluminum per unit of antihemophilic 
factor. 

d. When applicable, the final product 
should be demonstrated to be free of 
heparin activity, or the amount of 
heparin activity remaining should 
appear in the labeling. 

e, The labeling should contain 
information about the fibrinogen content 
of the final product. 

FDA agrees with these 
recommendations. All current 
instruction circulars for AHF include a 
statement that the product contains anti- 
A and anti-B isoagglutinins which may 
cause hemolytic anemia when given in 
large amounts. In addition, each 
manufacturer of this product has‘ 
voluntarily set specification limits for 
these antibodies, which are included in 
the product license and are subject to 
approval by OBRR. All manufacturers 
now test each lot of final product to 


ensure that the anti-A and anti-B 


antibody levels are within the 


.. specification limits set in their product 


license: 
All manufacturers using aluminum 


. ‘hydroxide in the processing of AHF 


have submitted data to FDA 
demonstrating that all recent lots 
contain aluminum levels below the 
maximum limit recommended by the 
Panel. In addition, the majority of 
manufacturers routinely test-each lot of. 
final product for aluminum. FDA 
proposes to require that any 
manufacturer using aluminum hydroxide 
to process AHF amend its product 
license to provide for the testing of each 
lot to ensure that the aluminum content 
falls below 0.1 microgram per unit of 
antihemophilic factor. 

FDA is aware that there are technical 
difficulties in measuring low levels of 
heparin in an accurate and reproducible 
manner. In addition, because the small 
amount of heparin used in processing 
this product is‘not considered to be 
clinically significant, there is little value 
in providing to the consumer a precise 
measurement of the amount of heparin 
present. Therefore, FDA advises-those 
manufacturers using heparin.to revise 
their labeling to note the maximum 
amount of heparin which:may be 
present in the final product, as 
calculated from the amount introduced 
during processing. Alternatively, the 
labeling may state the average amount 
of heparin found in the final product, as 
determined by a validated assay of a 
representative number of lots. 

Although AHF is not indicated for the 
treatment of any form of fibrinogen 
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deficiency (Cryoprecipitated AHF is the 
indicated product), the approximate 
fibrinogen content remains relevant to 
inform the clinician of the composition 
of the product. Accordingly, FDA 
proposes that manufacturers revise their 
product labeling (package insert) to 
state the fibrinogen content in terms of 
an average percentage of the total 
protein. 

23. The Panel made the following 
recommendations concerning the 
labeling for Factor IX Complex (Human): 

a. Because of the potential side effects 
associated with Factor IX Complex 
(Human), the product should be 
administered only when the patient 
cannot be managed appropriately with 
single-donor plasma. 

FDA agrees with this 
recommendation. Because of the 
product's unavoidable potential for 
inducing. thrombosis and transmitting 
hepatitis, the physician should. be 
informed that use of single-donor 
plasma may be more appropriate. 
Therefore, FDA is-proposing to require 
thatthe statement “Factor IX Complex . 
(Human) should be used only when the 
patient cannot be managed adequately 
with plasma” be included under the 
“Indications” section of the labeling. 

b. The Panel recommended that 
certain additional information be . 
included on the container label for 
Factor IX Complex (Human). 

FDA agrees in part and disagrees in 
part with the recommendations. FDA 
recognizes the necessity of limiting the 
information on the container label to 
that absolutely necessary for the 
product's-proper handling and use. As 
additional information.is added to the 
label, the label becomes crowded and 
overall clarity is reduced substantially. 
FDA believes that the assayed quantity 
of each clotting factor used for the 
treatment of an indicated deficiency 
should be stated on the container label. 
FDA also believes that a warning 
concerning hepatitis should be included 
on the container label, such as.the 
hepatitis warning that now is required 
for other blood products capable of 
transmitting hepatitis. 

However, FDA believes that 
information concerning the sodium and 
potassium content of the final product 
should be included in the package 
insert, rather than on the container label 
as recommended by the Panel. Similarly, 
FDA believes that a warning concerning 
thrombosis should be included in the 
“Warnings” section of the package 
insert. Although thrombosis from use of 
this product is a significant hazard, 
because of the infrequency of the ’ 
occurrence of thrombosis this warning 


i as acta aR erin: 
a 


bel. 

c. The Panel recommended that the 
quantity of anticoagulant.in the product 
should be included in the labeling. 

FDA interprets the term | 
“anticoagulant” to mean heparin er a 
calcium-binding ion (specifically, citrate 
or phosphate). Because of the difficulty 
of reliably assaying low levels of 
heparin, either the maximum possible 
heparin level or the amount determined 
to be in the final product by a reliable 
and validated assay should be noted in 
the labeling. The amount of citrate or 
phosphate may be determined by 
assaying a representative number of 
lots. Such assays must be repeated each 
time a significant change in the 
manufacturing process occurs, and the 
quantities shown in the labeling revised 
if necessary. ; 

d. The Panel recommended that the 
labeling include more detailed 
information regarding the dosage and 
frequency of administration of the 
product and information about how to 
monitor éffectiveness of treatment for 
each indicated clotting deficiency. 

FDA agrees with this 
recommendation. FDA recommends that 
the dosage information include a data 
summary on in vivo recovery, biologic 
turnover rates, and hemostatic levels of 
the appropriate clotting factors. To keep 
the labeling as concise as possible, 
readily available references may be 
provided for the laboratory 
measurement of the appropriate clotting 
factors. 

24. In the text of their review of 
Fibrinolysin (Human) (a combination 
product containing plasminogen and 
streptokinase (SK)), the Panel 
summarized the factors that a clinician 
should consider before initiating 
repeated parenteral administration of a 
product containing SK. The Panel also 
recommended thateall fibrinolytic agents 
(Fibrinolysin (Human), Streptokinase, 
and urokinase) should be reviewed 
again at a later date by a single panel of 
experts. 

FDA advises that, at the present time, 
there are no plans for these products to 
be reviewed again by an advisory group 
from outside FDA; however, if the need 
should arise, FDA intends that this 
family of products be reviewed as a 
group. For the present, these fibrinolytic 
agents are the regulatory responsibility 
of OBRR and every effort will be made 
to assure that FDA's regulatory policies 
for these products are enforced 
equitably and consistently. As an 
example, on April 10 and 11, 1980, a 
public workshop was held in which the 
current labeling for these fibrinolytic 

agents was discussed. One of the 


objectives of this meeting was to - 
develop consistent labeling for these 
products. In-addition, the considerations 
for SK therapy summarized :by the 
Panel, their other labeling 
recommendations, and recent scientific 
information were reviewed with the 
intent of updating the product labeling 
in light of current medical-knowledge. 

25. The Panel recommended that all 
lots of RH,(D) Immune Globulin should 
be assayed by an approved method and 
that there should be consistency in 
assay standardization and expression of 
potency. 

For the present, the agency does not 
consider it necessary to require’a 
specific standardized test method for 
determining the potency of this product. 
Although all manufacturers do not use 
the same potency assay method, each 
lot must be tested against a U.S. 
Reference RH,(D) Immune Globulin 
obtained from OBRR. Each dose of the 
final product is contained in a volume 
between 0.5 and 2.0 mL of 
immunoglobulin and, as specified in 
each manufacturer's product license, 
each dose has a potency equal to or 
greater than that of 1 mL of the 
reference material. Consistency in 
dosage is assured by the above 
requirements, although the antibody 
concentration may vary according to the 
lot being tested. Lot-to-lot consistency is 
further assured by means of the 
following procedures: 

a. The U.S. Reference RH,{D) Immune 
Globulin is tested in parallel with the 
product on the'same day. 

b. Several red blood cell phenotypes 
are used. 

c. Potency assays are performed at 
both the bulk and final container stage 
during manufacture. 

d. Frequently, the potency is 
confirmed by assays at FDA. 

26. The Panel noted three current uses 
of RH,{D) immune Globulin {i.e., 
postpartum administration to Rh- 
negative mothers after delivery of an 
Rh-positive child, post-abortion 
administration to Rh-negative women. 
and after transfusion of Rh-positive 
blood to Rh-negative recipients). Six 
possible uses of the product were also 
reviewed. The Panel recommended that 
the requirement for an BH,(D) Immune 
Globulin crossmatch prior to 
administration be eliminated and the 
labeling revised accordingly. 

FDA agrees that an RH,{D) Immune 
Globulin crossmatch prior to 
administration is no longer necessary 
and has approved amendments to 
product licenses to eliminate this 
requirement. 
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With regard to the current uses, two 
manufacturers have submitted 
appropriate data to FDA supporting low- 
dose RH,(D) Immune Globulin 
prophylaxis of Rh-negative women 
following abortion up to 12 weeks 
gestation. Product license amendment 
for this dosage-have been approved, and 
the labeling has been zevised 
acgordingly. 

In addition to the currently approved 
indications, the Panel recommended that 
the product be approved for use after 
transfusion of any blood product 
containing Rh-positive red cells to an 
Rh-negative recipient in whom it is 
desirable to suppress primary 
immunization. FDA agrees with this 
recommendation and advises that . 
manufacturers may revise their product 
labeling accordingly. In relation to this 
indication, the Panel mentioned that 
some preparations of platelets or 
granulocytes may contain substantial 
numbers of Rh-positive red cells. FDA 
advises that the uniform labeling | 
requirements for blood and blood 
components provide for the inclusion of 
the Rh group on the container label so - 
that the clinician may determine when 
primary Rh immunization may occur. 

The Panel also suggested that 
administration of RH,(D) Immune 
Globulin should be permitted for a 
period longer than the present labeling 
limitation of 72 hours postpartum. The. 
Panel recommended that, although 
administration within 72 hours after 
éxposure to Rh-negative red cells is” 
highly preferable, administration up to 2 
weeks after such exposure should be 
permitted, provided the labeling warns 
that efficacy may be reduced. FDA 
agrees with this recommendation. 
Because the supporting evidence is very 
limited, the labeling should continue to 
emphasize the importance of 
administering the product within 72 
hours after exposure. However, the 
labeling may be revised to provide, with 
suitable warnings, for administration up 
to 2 weeks after exposure. 

The Panel also recommended that 
RH,{D) Immune Globulin be 
administered after significant abdominal 
trauma, including amniocentesis, to a 
pregnant, non-sensitized, Rh-negative 
woman. In principle, FDA agrees with 
this recommendation, but advises that 
no clinical data are available to support 
a specific dosage for the product when 
used in this manner. Therefore, for this 
indication, any license amendment 
submitted to FDA requesting approval of 
a dose which is lower than the usual 
postpartum dose must be accompanied 
>y adequate, supportive clinical 
information. For the remaining three 


suggested uses—routine intrapartum 
administration, administration to Rh- 
negative infants of Rh-positive mothers, 
and administration to D*-positive 
women after delivery—FDA agrees with 
the Panel’s finding that further study is 
needed before recommendations for 
these uses can be made. 

27. In their review of Blood Grouping 
Serum, the Panel presented the 
following recommendations: 

a. The regulations should be reviewed 


‘to reduce, if possible, the number of 


antigens for which testing must be 
accomplished in the specificity test. 

b. Certain information specified by the 
Panel should be included.on the — 
container label. 

c. Manufacturers should provide an . 
Rh control serum for use with anti-D 
Serum when testing a patient's (but not 
a normal donor's) blood. 

d. Bulk packaging should be permitted 
for some Blood Grouping Sera. 

FDA agrees with the Panel's intent 
that the regulations not-impose 
unnecessary restrictions. which would 
limit the availability of these products or 
increase their cost. FDA believes, 
however, that the present policy meets 
the Panel's intent, while providing 
necessary information to the users of 
this product. Under § 660.26(c), Blood 
Grouping Serum must be tested with red 
blood cells having, as a group, the 42 
antigens listed in subparagraph (c¢)(1) of 
that section. These specificity tests 
determine whether any. contaminating or 
undesirable antibodies are present in 
the candidate serum. Under 
§ 660.26(c)(2) and (d)(2), a manufacturer 
may readily be exempted from testing 
for any of the less significant antigens 
when appropriate cells are not 
available, provided the package insert 
identifies those antigens for which no 
specificity test has been performed. In 
this manner, a user who suspects that 
the reagent serum is giving nonspecific 
results may consult the package insert 
for a list of those factors not tested. If 
the number of antigens listed for 
specificity testing were simply reduced, 
most consumers would have a difficult 
time in determirting what tests the 
manufacturer was required to perform, 
and what untested antigens might be 
suspected. 

FDA agrees that because of the vial’s 
small size, the container label should be 
reserved for only critical information. 
The container label requirements under 
§ 660.28(a}(2) were promulgated by FDA 
with the intent of limiting the amount.of 
required information to a minimum. As 
an additional consideration, this product 
is often separated from the package 
insert and package label during use; 
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therefore, it is essential that the vial 
label include all information necessary 
for the product's proper use by a 
knowledgeable consumer, e.g., a trained 
technician. Accordingly, information in 
addition to that recommended by the 
Panel, such as the expiration daie, 
recommended test method, antibody 
specificity,.and the source material used 
if other than human, is required on the 
vial label. The volume of the product is 
also required on the label because it 
would be a greater burden for 
manufacturers-to print separate package 
inserts for each volume of product 
marketed. Accordingly, FDA proposes 
no changes in the current container 
label requirements. 

As noted by the Panel, an Rh control 


_ is not necessary with Anti-D Serum 


when testing the blood of a normal 
donor. Current anti-D labeling of high- 
protein reagents recommends the use of 


either bovine albumin or an Rh control 


serum for patient testing. Because Anti- 
D Serum functions adequately in many 
situations without a control, FDA does 
not consider an Rh control serum to be a 
necessary and integral part of the 
licensed product. Accordingly, FDA 
does not require that manufacturers of 
Anti-D Serum provide an Rh control 
serum. 

FDA agrees that bulk packaging 
should be permitted for some Blood 
Grouping Sera. In a proposed rule 
published in the Federal Register of 
March 5, 1985 (50.FR 8743), FDA 
proposed to amend § 660.21(e) to 
remove all specific volume restrictions 
for the final product. 

28. The Panel recommends that the 
labeling for Reagent Red Blood Celi3 be 
revised to include the following 


‘information: 


a. A caution against use after the end 
of the dating period. 

b. Specific instructions about how to 
obtain additional information 
concerning the test cells. 

c. Information about how to dilute test 
cells and the useful life of the cells so 
diluted. 

d. More specific information about the 
loss of reactivity with storage. 

The Panel also recommended that the 
data supporting the dating periods for 
these products be reviewed to determine 
their adequacy. 

FDA agrees that more specific 
information is needed in the labeling 
about the loss of antigen reactivity with 
storage of Reagent Red Blood Cells. In 
the Federal Register of June 11, 1985 (50 
FR 24546), FDA proposed to amend the 
labeling regulations in § 660.35 to 
require that, for Reagent Red Blood Cell 
products recommended for the detection 
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or identification of unexpected 
antibodies, the package insert identify 
the specific antigens which are most 
likely to decrease in reactivity during 
storage. FDA also proposed to require 
that the labeling include a statement 
that the rate at which antigen reactivity 
is lost is partially dependent upon 
characteristics of the red blood cell 
donor, characteristics which are neither 
controlled nor predicted by the 
manufacturer. - 

Although some manufacturers’ inserts 
already warn that Reagent Red Blood 
Cells are not to be used beyond the 
expiration date, FDA does not agree that 
this statement should be required. FDA 
believes that the technicians using this 
product are clearly aware of the 
meaning and implications of the 
expiration date given on the label and 
recognize that the performance of the 
reagent cannot be warranted beyond 
that date. FDA does not permit use of = 
outdated reagents for required tests in 
the manufacture of licensed biological 
products. In some other settings, such as 
under carefully controlled conditions in 
a consultant reference laboratory, highly 
experienced personnel may occasionally 
use outdated cells successfully for other 
purposes without endangering the 
accuracy of the-test results. 

FDA believes that the current labeling 
provides appropriate information for the 
proper use of Reagent Red Blood Cells 
in normal situations. In addition, 
manufacturers routinely provide 
additional information or test results to 
individual consumers upon request. FDA 
does not believe, however, that the 
manufacturer should be required to 
provide regularly a burdensome 
compilation of highly technical 
_ information and test results. Therefore, 
FDA believes that at the present time 
the current system of providing specific 
information upon individual request 
functions adequately. 

FDA agrees that the data supporting 
the dating periods for Reagent Red 
Blood Cells should be reviewed. 
Currently, in § 610.53(a), a dating period 
’ of 35 days is established; however, 
through the amendment of individual 
product licenses, a number of 
manufacturers have been granted dating 
periods longer than 35 days under the 
authority of § 610.53(b). The data 
supporting these dating periods have 
been reviewed by CDB and confirming 
data are being sought. FDA will, as 
appropriate, propose to amend the 
codified dating period for Reagent Red 
Blood Cells or advise individual 
manufacturers to amend their product 
licenses consistent with the available 
supportive stability data. 


The agency believes that a 
manufacturer should not provide 
instructions on how to modify their 
product by means other than those 

ed in the product labeling. 
Because the current labeling does not 
recommend dilution of the test cells, 
consumers who do dilute the cells 
assume responsibility for the reactivity 
and stability of the product. Before a 
manufacturer would be permitted to 
recommend diluting the test cells, an 
amendment to the product license 
accompanied by appropriate supportive 
data would be necessary. 

29. The Panel presented a number of 
recommendations, further described 
below, concerning the labeling of Anti- 
Human Serum. The Panel also identified 
the antibody specificities that the 
product should contain when used for 
each of the reviewed indications. 

FDA agrees with the majority of the 
Panel's recommendations, many of 
which are already in practice. A 
guideline concerning the labeling and 
lot-release requirements for this product 
was made available and was sent to 
licensed manufacturers in 1977. The 
guideline is on file with FDA’s Dockets 
Management Branch (Docket No. 770- 
0219). FDA believes that the guideline 
and the current product labeling 
adequately respond to the Panel's 
recommendations with few exceptions. 
The remainder of the recommendations 
with which FDA agrees are addressed in 
a proposed rule concerning additional 
standards for Anti-Human Serum, 
published in the Federal Register of 
April 30, 1982 (47 FR 18623). FDA 
advises that the agency published in the 
Federal Register of February 11, 1985 (50 
FR 5574) a final rule based on the 
proposal of April 30, 1982. Elsewhere in 
that same issue of the Federal Register. 
FDA revoked the guideline on the 
product. 

The Panel recommended that the 
specific antibodies present in each lot 
be identified on the vial label. Currently, 
in conformance with FDA's guideline, 
the package insert should specify each 
of the antibody reactivities present. The 
product is identified on the vial label by 
a proper name reflecting only the 
significant antibodies present. For 
example, a product labeled as 
“polyspecific” must contain anti-IgG 
and anti-C3d activity but may or may 
not also include anti-IgA, anti-IgM, Anti- 
C3d, anti-C4b and anti-C4d. To require 
the inclusion on the vial label of each 
antibody reactivity present could 
confuse the consumer, who might not be 
aware of its limited significance, and 
might be burdensome to the 
manufacturer by necessitating the 
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printing of customs labels for each lot 
product. Therefore, FDA intends to 
continue the current labeling policy for 
Anti-Human Serum. 

For the evaluation of suspected 
incompatible transfusions, the Panel 
states that Anti-Human Serum should 
contain anti-IgG activity, either alone or 
with anti-complement. FDA requires 
that both anti-IgG and anti-C3d activity 
be present in reagents recommended for 
this use. There is evidence that 
particular antibody transfusion 
reactions sometimes are detected best 
by anti-C3d reagents. Because of the 
possible serious consequences of an 
incompatible blood transfusion and 
because it is not always possible to 
obtain ideal clinical samples at the 
optimum time following a suspected 
transfusion reaction, FDA permits only 
the polyspecific reagent to be labeled for 
use in evaluating suspected 
incompatible transfusions, thereby 
providing maximum assurance of 
correct test results. 

The Panel recommended that, if anti- 
C4 activity is present in Anti-Human 
Serum, the amount should be such that 
the product is not reactive with normal, 
clotted, refrigerated red cells. The 
current guidelines specifies that the 
product should not agglutinate clotted, 
normal red cells stored at 2 to 8° C for 
at least 24 hours. FDA believes that 
“false positive” reactions may not 
always be due to anti-C4 activity; high 
levels of anti-C3d may also agglutinate 
“normal” cells. In relation to this 
question, the agency sponsored a:study 
to evaluate the frequency and nature of 
the “false positive” reactions which are 
associated with reagents containing 
anticomplement. The results of the study 


offer further support for the belief that 


false positive reactions are not always 
due to anti-C4 activity. (Nasongkla, M., 
J. Hummert, and H. Chaplin, Jr., “False 
positive direct antiglobulin test 
reactions with polyspecific antiglobulin 
reagents.” Transfusion, 22:273-275, 
1982). 

30. Although all currently available 
licensed third generation tests for the 
detection of Hepatitis B Surface Antigen 
(HBsAg) were found to meet the 
standards for safety and effectiveness, 
the Panel urged that a workshop be held 
for the purpose of redefining “third 
generation test” sensitivity on the basis 
of an absolute minithum standard 
amount of HBsAg that must be detected 
by an acceptable method, without an 
inordinate number of false-positive 
results. 

FDA agrees that the development of 
an appropriate absolute HBsAg 
standard could improve the 
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standardization of the third generation 
test. The FDA Reference Hepatitis B 
Surface Antigen Panel currently in use is 
prepared from the sera of known HBsAg 
positive and negative donors, The 
quantitation of the HBsAg is not always 
exactly reproducible as a new reference 
panel is made; however, licensed 
manufacturers are given an opportunity 
to test each panel in order to resolve 
any disparities before the new panel 
becomes the standard reference panel. 

FDA believes that considerable 
technical problems remain to be 
resolved before developing an absolute 
standard, and that a workshop on this 
issue is premature. Specifically, FDA 
considers the available evidence 
insufficient for establishing the absolute 
amounts of antigen HBsAg subtypes to 
be incorporated into such a standard. In 
addition, present technology cannot 
assure the preparation of a standard 
that is suitable for use in determining 
the sensitivity of licensed third 
generation tests. Therefore, FDA 
believes that the use of a reference 
panel—a procedure which admittedly is 
somewhat arbitrary, but which is 
equitable to all test methods—is the best 
option at present. FDA continues to 
pursue the development of an absolute 
standard for HBsAg and, as technology 
advances, will seek the adoption of a 
well-defined, absolute minimum 
reference standard. 

31. The Panel recommended that 
antivenins from sources other than 
horses should be made available in the 
United States to treat patients having 
severe horse serum hypersensitivity. 

FDA agrees that antivenins from other 
animal sources are sometimes needed as . 
alternative drugs to the currently 
licensed antivenins prepared from horse 
serum. No such drug presently is 
licensed in the United States. If 
antivenins from alternetive animal 
sources are produced in a foreign 
country, the agency will consider in 
appropriate circumstances permitting 
the importation of the product under 
individual investigational new drug 
exemptions solely for emergency use for 
individuals severely hypersensitive to 
horse serum. FDA expects that new 
hybridoma technology, now under 
development, may result in the 
manufacture of highly purified antivenin 
products to which recipients would not 
be severeiy hypersensitive... 

32. The Panel noted that with the 
presently marketed 10-milliliter size of 
reconstituted antivenin, 2 to 4 vial doses 
are recommended for mild 
envenomation, while 10 to 20 vials may 
be necessary for treatment of a severe 
Crotalidae envenomation. The Panel 
stated that a problem with the effective 


use of these products appears to be 
undertreatment, partially related to the 
relatively small amount of material per 
vial. The small dosage size might 
encourage an unwarranted over- 
cautious attitude on the part of the 
treating physician and result in 
undertreatment of a patient. 
Accordingly, the Panel recommended 
that the container size be doubled. 

FDA will consider any application to 
amend the license for an antivenin 
product to provide for larger container 
volumes; however, FDA believes that 
such a change is unlikely at this time. 
FDA considers the likelihood of 
undertreatment due to the small vial 
size to be minimal. Antivenins have 
been manufactured in 10 mL volumes for 
nearly 50 years and many medical texts 
provide adequate information for aiding 
the physician in determining an 
appropriate dosage. Further decreasing 
the likelihood of undertreatment is the 
trend toward the designation of regional 
centers for the treatment of venomous 
bites, where the personnel are familiar 
with the proper use of antivenin 
products. 

FDA is also aware that there are 
technical problems that may outweigh 
any benefits accured from an increase in 
container volume. The lyophilization 
(freeze-drying) of larger product 
volumes may affect adversely the 
stability of the product, thereby 
shortening the dating period of the 
product. Because emergencies requiring 
the administration of antivenins rarely 
occur, a venin product often is held until 
its expiration date and then discarded. 
Thus, any decrease in the dating period 
for antivenins would result in a 
proportional increase in product 
wastage through outdating. 

33. The Panel recommended that the 
use of Single Donor Plasma (Human) 
and of plasma recovered from single 
unit donations of whole blood should be 
encouraged for use in fractionation. To 
this end, the Panel recommended that 
the regulations be revised to define the 
appropriate storage and shipping 
conditions for recovered units of 
plasma. 

Recovered human plasma is an 
unlicensed source material to be used 
for further manufacturing only. Blood 
establishments commonly recover this 
plasma from units of blood or Single 
Donor Plasma (Human). The recovered 
human plasma is then shipped to a 
manufacturer for fractionation or for 
preparing in vitro reagents. The agency 
is reviewing all aspects of the handling, 
storage, and use of recovered human 
plasma. Upon completion of this review, 
the agency intends to take any 
necessary action to encourage the 
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efficient use of recovered human 
plasma, while ensuring that the products 
derived from the plasma are safe and 
effective. , 

The agency advises that the current 
additional standards for Whole Blood 
(Human) and the plasma derivatives do 
not prohibit the use of Single Donor 
Plasma (Human) as a source for blood 
derivatives. Indeed, Single Donor 
Plasma (Human), Fresh Frozen, is 
routinely used by manufacturers as a 
source of Antihemophilic Factor 
(Human). 

FDA encourages the preparation of as 
many individual components from a unit 
of blood as is safely possible, thereby 
allowing the use of this valuable 
national resource with the maximum 
efficiency. As part of this effort, FDA is 
proposing to amend the regulations in 
§§ 640.24(b) and 640.34(d) to increase 
from 4 to 6 hours the time period within 
which platelet products must be 
separated from whole blood. With the 
increased trend toward regionalization 
of blood-banking centers, there are 
many instances in which a collection 
facility is remote from the locations 
where the components are separated 
and processed. The proposal would 
alfow such facilities more time to collect 
and transport blood for the separation of 
platelet products, thus freeing the 
remaining components for other uses, 
including plasma for fractionation. A 
licensed manufacturer has submitted 
data to OBRR demonstrating that blood 
may be held for up to 6 hours at 20° to 
24° C before the separation of platelet 
rich plasma without jeopardizing the 
safety and effectiveness of the products 
involved. These data are on file with 
FDA's Dockets Management Branch 
(HFA-305), Food and Drug 
Administration, Rm. 4-62, 5600 Fishers 
Lane, Rockville MD 20857. 

FDA also proposes to clarify 
§ 640.24(b) to apply the proposed 6-hour 
limit only to the period between the 
collection of the blood and the 
separation of the plasma and platelets 
(platelet rich plasma) from the red blood 
cells. Previously, if Platelet Concentrate 
(Human) was the desired product, the 
regulations were ambiguous as to 
whether the platelet concentrate had to 
be-separated from the red blood cells 
and excess plasma within the specified 
time period. Recently, a representative 
of a licensed blood bank requested 
clarification of this provision, noting 
that there is no scientific basis for 
prohibiting the separation of platelet 
concentrate from platelet rich plasma at 
any time during the 72-hour dating 
period. Furthermore, it was noted that 
keeping the full volume of plasma with 
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the platelets during the storage period 
would aid in maintaining a proper pH 
balance, an important element for 
preserving platelet function. Upon 
review, FDA agrees that there is no: 
scientific evidence to indicate that the 
safety and effectiveness of the product 
would be adversely affected if it were 
stored initially as platelet rich plasma 
and subsequently centrifuged to produce 
platelet concentrate. Accordingly, FDA 
is proposing to clarify the regulations to 
provide greater flexibility for 
maintaining platelet products. 
34, Consistent with a proposed 
amendment to § 640.3(b)(3) in the 
‘ additional standards for Whole Blood 
(Human), FDA is proposing to revise the 
donor suitability requirements in 
§ 640.63(c)(1) to require that donors of 
Source Plasma (Human) have a blood 
hemoglobin level within normal limits as 
prescribed in the written SOP of the 
establishment. Occasionally a plasma 
donor's red blood cells cannot be 
returned to the plasma donor, for 
‘example, because of a clot in the 
collected blood or a leak in the blood 
container. Accordingly, a 
plasmapheresis center should determine 
that a donor's blood has a normal 
hemoglobin level to assure that the 
donor can tolerate the loss of up to a 
unit of whole blood. As recommended + 
by the Panel, FDA believes that the 
acceptable minimum hemoglobin level 
generally should-be 13.5 grams per 
deciliter (g/dL) of blood for males and 
12.5 g/dL for females. However, the 
appropriate limits for hemoglobin level 
at each establishment is dependent on 
factors such as the establishment's 
location and the method of collecting the 
blood sample. Under proposed 
§ 640.63(c)(1), FDA would permit each 
plasmapheresis establishment to select 
appropriate normal limits for the 
hemoglobin level of its donors, based on 
sound scientific principles. The 
establishment would be required to 
include in its written SOP the selected 
limits and the method of collecting the 
sample of blood used in determining a 
donor’s hemoglobin level. As provided 
under § 601.12, establishments should 
submit the SOP above to the Director, 
OBRR, for approval as an establishment 
license amendment. Establishments not 
submitting an SOP to FDA would be 
presumed to have adopted the normal 
limits for hemoglobin level 
recommended by the Panel, i.e., 13.5 g/ 
dL for males and 12.5 g/dL for females. 
35. The Panel recommended that the 
frequency of testing a plasmapheresis 
donor’s blood for specific plasma 
proteins should be based upon the 
cumulative volume of plasma collected, 


as well as on the time elapsed since the 
last tests were conducted, as is currently 
required. The Panel also recommended 
that, while the blood sample is being 
tested and the accumulated laboratory 
data are being reviewed, the amount of 
plasma collected from the donor should 
be limited to that obtained from 2 liters 
of whole blood. 

Currently, under § 640.65(b)(1)(i), a 
blood sample must be taken on or before 
the day of the first donation and each 4 
months thereafter. A variety of tests, 
including measurement of specific 
plasma proteins, are performed on the 
sample. The results of these tests, along 
with other laboratory data, must then be 
reviewed to determine whether the 
donor may continue in the 
plasmapheresis program. Under 
§ 640.65{b)(2)(i), this review must be 
completed within 21 days after the 
sample is drawn. The 4-month period 


.. was initially based on data submitted in 


support of product licenses and has 
since been supported by additional 
information gathered by licensees and 
by the review of records during FDA 
inspections. These data.show that, 
although the levels of individual plasma. 
components-may fluctuate, the total 
protein remains relatively constant 
during a 4-month period. Under 

§ 640.65(b)(2){i), if the 4-month blood 
sample is found to have a total:protein. 
value of less than 6.0 grams per deciliter 
or a protein composition not within the 
normal limits established by the testing 
laboratory, the donor must be removed 
from the plasmapheresis program until 
the values return to normal. These 
provisions are intended to ensure that a 
donor is removed from an extended 
plasmapheresis program before his or 
her health may be clinically impaired. 
The agency is not aware of any data 
that suggest that the safety of a donor, 
having previously been determined to be 
in good health, may be adversely 
affected by plasmapheresis-during the 4- 
month interval between blood tests, nor 
is FDA aware of evidence to support the 
required retesting of a donor's blood 
after the donation of a given volume of 
plasma, e.g., that obtained from 12,000 
mL of whole blood as was suggested by 
the Panel. Lacking such data, FDA 
rejects the Panel's recommendation and 
proposes to retain the present 4-month 
interval for the required testing of a 
donor's blood. 

As stated previously, a donor’s serum 
protein levels and other accumulated 
laboratory data must be reviewed every 
4 months to determine whether long- 
term plasmapheresis is adversely 
affecting the donor's plasma protein 
composition or general health and 
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whether the donor should at least 
temporarily be removed from the 
plasmapheresis program. The initial test 
of a new donor's protein composition 
primarily serves to establish the normal 
baséline levels of that donor’s plasma 
components, with which future 
determinations of the donor's plasma 
components may be compared. FDA 
considers the initial medical 
examination, which includes a 
urinalysis, and the tests and 
observations performed on each visit 
(e.g.; weight, blood pressure and pulse, 
hemoglobin level, and total protein) 
adequate to ensure that the donor is 
healthy and has no’pre-existing 
abnormalities which might be 
significantly aggravated by 
plasmapheresis during a 4-month 
interval. Because the protein 
composition test performed every-4 
months is primarily a long-term 
assessment tool, the agency does not 
consider it imperative that the results be 
reviewed immendiately to ensure the 
safety of the donor. 

The 21-day interval currently 
permitted for the completion of the 
review process allows for possible - 
delays which may occur when the 
samples and reports are exchanged 
between a collection facility and a 


remotely located testing laboratory. For 


establishments testing their own - 
samples, this process is routinely 
handled much more expeditiously. 
During this maximum 21-day interval, as 
much as 4.4 liters of plasma may be 
contributed before the donor's plasma 
protein profile is examined. FDA does 
not believe that donation of plasma 
during the 21-day interval will 
jeopardize the health of a donor who 
has previously undergone a medical 
examination and has, on each day of 
donation, been determined to be 
suitable as a donor through a regimen of 
tests and observations. Accordingly, 
FDA proposes to retain the 21-day 
interval currently permitted for 
reviewing a donor’s laboratory data, 
without imposing any additional volume 
restrictions on the amount of plasma 
donated during the interval. 

36. The Panel recommended that the 
donor suitability requirements for 
plasma donors who are plasmapheresed 
at the frequency recommended for 
donations of whole blood or less should 
be revised to be equivalent to the 
suitability requirements for whole blood 
donors, except that the total plasma 
protein-should be determined at each 
donation as is currently required. 

FDA agrees that less stringent donor 
suitability requirements should be 
provided for plasma donors contributing 
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at no greater frequency than that. 

proposed for whole blood donors, ie., 
those donors not donating more often. 
than once every 8 weeks, nor more 
frequently than 4timesayearfor — 
females, or 5 times a year for males. The 
existing regulations related to donor 
suitability in $§ 640.63 and 640.65 are 
designed to protect donors who may be . 
the subject of a rigorous plasmapheresis 
schedule, donating up to 50 to 60 liters of 
plasma per year. For discussion, the 
existing donor suitability requirements 
may be divided into three parts: 

a. A medical examination is required 
on or before the first day of donation 
and once a year thereafter (§§ 640.61 
and 640.63(b)); 

b. Before the initial donation, the 
hazards of the procedure are explained 
and written informed consent obtained 
from the donor. On each day of 
donation, the donor's medical history is 
reviewed, the total serum {or plasma) 
protein is determined, and other tests 
and observations are made (§ 640.63 {c) 
and {d)}; 

c. A blood sample is taken to 
determine the donor's plasma or serum 
protein composition on or before the day 

‘of the initial donation and every 4 
months thereafter; the test results, and 
other accumulated laboratory data, are 
then reviewed to determine the donor's 
suitability (§ 640.65(b)). 

The initial medical examination and 
plasma protein tests are intended to 
provide the necessary information for 
determining whether the donor may 
safely engage, or continue, in a long- 
term serial plasmapheresis program. The 
medical history review and the other 
donor suitability requirements 
determined.on each day of donation are 
intended to ensure that the donor may 
be plasmapheresed on that day without 
jeopardizing the safety of the donor or 
adversely affecting the quality of the 
product. Except for the required test for 
total serum protein, requirements under 
§ 640.63(c) are basically the same as 
those required on the day of a whole 
blood donation under § 640.3. 

The primary limiting factor for the 
frequency of donating whole blood is 
the donor's ability to regenerate red 
blood cells and maintain iron stores. 
Because the protein portion of the blood 
is replaced quite rapidly, protein loss 
has not been shown to be a significant 
limiting factor when whole blood is 
donated every 8 weeks. Similarly, 
plasma donors donating on an 8-week 
schedule are not subject to the potential 
long-term effects which might result 
from the loss of large volumes of protein 
during intensive plasmapheresis. 

Accordingly, FDA is proposing to add 
new paragraph (f) to § 640.63 to provide 


for less stringent donor suitability 
requirements for those donors 
contributing plasma (and whole blood) 
at no greater frequency than that 
proposed for whole blood donors, i.e., 
once every 8 weeks and no more 
frequently than 5 times a year for males 
and 4 times a year for females. Under 
the proposed rules, establishments 
plasmapheresing such a donor would 
not be required to perform a physical 
examination, nor would a total serum 
protein test and specific plasma protein 
determinations be required. 

A significant effect of the proposed 
exemption is that for many new donors 
a medical examination and a blood 
sample for protein component analysis 
will not be required on the initial visit of 
the donor. New donors meeting the 
specified criteria, including those donors 
who intend to contribute plasma ona 
regular basis, would be considered 
exempt under proposed § 640.63(f). 
Accordingly, the blood sample would be 
taken and medical examination 
performed on the second or later visit, 
whenever the donor fails to meet the 
criteria specified in proposed § 640.63{f). 

The proposed exemption would not 
apply to donors being immunized for the 
production of high-titer plasma, although 
previously immunized donors may 
qualify for exemption. The exemption 
also would not apply to.donors who 
require careful monitoring for health- 
related reasons, such as donors being 


’ plasmapheresed for therapeutic 


purposes, hemophilic donors, and 
hepatitis B surface antigen reactive 
donors. FDA also proposes to amend the 
regulations prescribing the initial donor 
screening [medical examination), 
plasma protein tests, and periodic 
laboratory review by referencing the 
proposed exemption. 

Under proposed § 640.63{f), the 
suitability requirements for plasma 
donors meeting the specified criteria 
would be essentially the same as those 
applied to whole blood donors, except 
that informed consent as provided under 
§ 640.61 would still be required. A 
qualified licensed physician or, as 
provided under proposed § 640.62(b), 
another adequately trained and 
qualified person identified to the 
Director, OBRR, would be required to 
explain the hazards of the procedure to 
the prospective donor before the initial 
donation. 

FDA recognizes that the proposed 
exemption from a total serum protein 
determination is inconsistent with the 
Panel’s recommendation that it be 
retained. FDA is not aware of any data 
in support of the recommendation to 
retain this test for individuals donating 
at a frequency no greater than that 
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permitted for donation of whole blood. 
To require this test would be 
inconsistent with the requirements for 
whole blood donors who, if hemoglobin 
loss is included, experience loss in 
protein nearly identical to that 
experienced by plasma donors on each 
donation. Past experience has shown 
that the total protein level of even the 
most extensively plasmapheresed donor 
rarely falls below the minimum | 
acceptable level, 6 grams per deciliter, 
established under § 640.65(b)(2)(i). An 8- 
week interval between donations will be 
ample time for the resynthesis of plasma 
components and for the total protein to 
return to previous levels. Accordingly, 
the agency finds that the total protein 
level is not a limiting factor in 
determining the suitability of donors 
being plasmapheresed according to the 
criteria in proposed § 640.63(f}. 

FDA is also proposing to amend 
§ 640.65(b)(1}{i) by removing.a gender- 
specific pronoun. In the future, the 
agency will remove other gender- 
— pronouns in Subpart G of Part 


- The Panel suggested that trained 
personnel other than a licensed 
physician be permitted to screen donors 
for acceptability providing there are 
adequate safeguards for the donor. 

FDA agrees that adequately qualified 
and trained persons other than a 
licenséd physician may safely screen 
normal healthy donors. In addition, the 
agency has reviewed the routine duties 
which currently either require the 
presence or the active participation of a 
licensed physician. The agency has 
determined that these routine duties, 
related to the assessment and 
plasmapheresis of normal healthy 
donors, may be performed by an 
adequately qualified and trained 
individual other than a licensed 
physician without jeopardizing the 
health of the donor or resulting in 
adverse effects on the quality of the 
final products. Specifically, these duties 
includes the following: (1) Explanation 
of the hazards of the plasmapheresis 
procedure to a potential donor 
(§ 640.61); (2) determination of donor 
suitability, collection of whole blood 
and return of red blood cells, during 
which a licensed physician must be on 
the premises {§ 640.62); (3) the initial 
medical examination and certification of 
good health {§ 640.63(b)); and (4) the 
periodic review of laboratory data 
(§ 640.65(b)(2)(i)). 

Accordingly, FDA is proposing to 
amend § 640.62 to permit an adequately 
trained and qualified person other than 
a licensed physician to perform routine 
duties specified above, as they relate to 
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the assessment and plasmapheresis of 
normal healthy donors, provided the 
Director, OBRR, is notified at least-30 
days in advance of the assumption of 
such duties by the individual. Before. 
such a person could assume these 
additional duties, FDA believes there 
should be a brief training period during 
which a licensed physician acquaints 
the person with the procedures and 
problems particular to the plasma 
center. Thereafter, the person would be 
under the direction of a licensed 
physician, but the presence of the 
physician during any of the specified 
duties would not be required. 

The proposed provisions would:not 
apply to the assessment to donors’ with 
a previously diagnosed disease who are 
being plasmapheresed for the further 
‘manufacturing of in vitro diagnostic 
reagents, or who are being immunized 
for the production of high-titer plasma. 
A licensed physician responsible to the 
establishment shall continue to 
determine that the donor remains in 
generally good health, as judged by the 
applicable criteria for medica} history 
and laboratory measurements defined 
under § 640.3. Exceptions to these 
general health standards, including 
laboratory measurements, may be made 
on application to the Director, OBRR. 

. Examples of donors with a previously 
diagnosed disease who may be in 
generally good health and, therefore, 
plasmapheresed for special purposes, 
but for whom the proposed exemption 

- would not apply, include donors with a 
coagulation factor deficiency, 
rheumatoid arthritis, systemic lupus 
erythematosis, syphilis, or a variety of 
autoimmune type syndromes. 

FDA advises that the term “on the 
premises” as used in § 640.62 has 
consistently been interpreted by FDA to 
include when a physician is available 
within 15 minutes of the facility to 
respond to medical ermergencies. 
Although under the proposed provisions 
a specific licensed physician would no 
longer need to be available, adequate 
emergency medical care must continue 
to be available with 15 minutes. For 
example, a plasmapheresis 
establishment could arrange with an 
ambulance service to provide 
emergency transport service, when 
needed, to a nearby hospital. 

The extent and elements of the initial 
medical examination required by 
§ 640.63(b) vary according to the 
standard operating procedure of the 
individual plasmapheresis location. 
However, FDA has established as basic 
requirements those elements of a 
medical examination necessary to 
determine whether the donor has a ~ 


physician. Acco 


condition which might jeopardize the 
safety of the donor during 
plasmapheresis or affect the quality of 
the plasma. The basic elements include 
a blood pressure determination, 
ausculation of heart and lungs, 
abdominal palpitation, a brief 
neurol 1 examination, and a 
urinalysis. These basic donor screening 
procedures are not comparable to the 
more comprehensive physical - — 
examination that a person would 
receive from the person's personal 
physician. In addition, a medical or 
physical examination is often construed 


~ to involve the direct participation or 


close supervision of a licensed 
rdingly, the age: 
considers the term “initial saadice) 
examination” no longer appropriate in 
§ 640.63(b) and is proposing to revise 
this paragraph by substituting the term 
“initial donor screening” for the term 
“initial medical examination,” where 
appropriate. The basic required 
elements of the initial donor screening, 
as established under each 
establishment's license application, 


_Temain unchanged. 


The agency recognizes that the 
provision to permit adequately qualified 
and trained individuals other than a 
licensed physician to perform the 
periodic review of laboratory data is’ 
additional to the Panel's 
recommendation. Currently, the 
acceptable limits by which the various - 


laboratory data are assessed must be © 


set in the establishment's standard 
operating procedures and license 
application. Although considerable 
expertise is required initially to 
determine appropriate acceptable limits, 
the agency believes that an adquately 
qualified and trained individual other 
than a licensed physician may readily 
interpret laboratory data to determine 
whether they fall within the specified 
acceptable limits. 

A significant effect of the proposed 
regulations would be that the presence 
of a licensed physician would no longer 
be required at many-plasmapheresis 
establishments which only collect 
plasma from normal healthy donors. A 
licensed physician shall, however, 
remain responsible for setting 
appropriate standard operating 
procedures and reviewing and assessing 
all donor reactions, and he/she must be 
available to offer guidance, as 
necessary, to the plasmapheresis 
establishment. FDA advises that State 
and local laws may place additional 
restrictions upon the qualifications and 
degree of supervision required to 
perform certain medically related duties. 
Each plasmapheresis establishment is 
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responsible for ensuring that its 


- assignment of duties is in conformance 


with State and local laws. 

Upon initial review, the : agency had 
determined that a physician assistant 
who has undergone training in a 
plasmapheresis center is an example of 
an individual appropriately qualified to 
perform the duties specified under 
proposed § 640,62(b). In recent years 
there has been iricreased use of 
professional physician assistants who 
are trained to perform, under a 
physician's supervision, some of the 


_ more routine duties previously reserved 


for a licensed physician, such as routine 
medical examinations and the 
assessment of laboratory data. These — 
physician assistants, also variously 
known as Medix, health practitioners, of 
physician associates, are certified by the 
National Commission on Certification of 
Physician Assistants (NCCPA). 

FDA recognizes that there may be 
other para-medical professionals, such 
as certain specialists within the nursifig 
profession, who are as qualified as a 
physician assistant for performing 
reutine medical examinations and 
reviewing laboratory data at a 
plasmapheresis establishment. FDA 
invites the submission of information 
concerning training programs which 
should be considered adequate in 
providing the appropriate qualifications. 
Upon review of the submitted 
information, FDA will prepare a list of 
those training programs determined to 
be acceptable. Thereafter, the list will . 
be updated, as necessary, as additional 
training programs are determined to be 
acceptable. At the time of the final rule 
and thereafter, this list will be made 
available, through the Director, Office of 
Biologics Research and Review, to 
plasmapheresis centers as an aid for 
selecting individuals whom FDA 
considers qualified for performing the 
duties specified in proposed § 640.62(b). 

Licensed plasmapheresis 
establishments intending to employ an 
individual for the purposes specified in 
§ 640.62(b) will be required to notify the 
Director, OBRR, at least 30 days in 
advance of the assumption of duties by 
the individual. The notification should 
include the individual's name, 
information demonstrating that the 
individual meets appropriate 
qualification requirements established 
by FDA, certification that the individual 
has successfully completed an 
introductory training period at a 
plasmapheresis center that was 
conducted by a licensed physician, and 
certification that emergency medical 
care is suitably available. 
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38. The Panel presented a-number of 
recommendations regarding the 
procedures for the immunization or - 
hyperimmunization of plasma donors for 
the production of high-titer plasma. 

Many of thése recommendations have 
already beén implemented by FDA in’ 
“Guidelines for Immunization of Source 
Plasma’ ‘(Himan) Donors with Blood — 
Substances,” last révised and made 
available on October 21,1980 (45 FR ~ 
69561). The FDA guideline, is‘used by ~ 
blood establishments as a‘ guide for the 
safe and effective immunization of 


donors with Blood Group Substances or . 


‘ red blood cells for the-production of 

high-titer plasma. Provisions of the 

guideline which are consistent with 
specific Panel recommendations are: 

' a, Women should not be immunized - 

except when documented to be 

incapable of childbearing; 

b. Protocols for de novo. iramunization 
(immunization ‘with an.antigen to:which 
the individual has no preexisting. 
antibodies) with red blood cells for. 
elicitation of antibodies other than anti- 
Rh, (D) will. be considered by FDA only 
on an individual basis under IND . 
protocol. 

c. At each donation; the red blood cell 
' donor.should be found nonreactive by a 
third generation HBsAg test. During the 
first 6 months that a new donor's red. 
blood cells are used, each recipient 
should have a monthly HBsAg test. 
(Thereafter, the recipient's blood is 
tested for HBsAg reactivity upon each 
donation of Source Plasma (Human), 
under § 640.67.) 

d. The guideline provides for the 
extensive characterization of new red ~~ 
blood cell donofts, iricluding phenotyping 
of the red’ cells, and, as described above, 
a preliminary 6-month trial period for 
new donors during which the'donor’s ~ ° 
blood is documentéd not to have 
transmitted hepatitis or other blood- 
transmissible diseasés to the recipient. 
Because adequate donor: ~ 
characterization is time-consuming and ‘ 
expensive, the guideline promotes 
continued use of:well-characterized :: 
donors. Thus, the agency believes there 
is adequate incentive for establishments 
to limit to a minimum the number of 
donors used as the source for the 
immunizing red blood cells. 

39. In its review of procedures for 
immunizing plasma donors with red 
blood cell antigens, the Panel found that 
a more complete phenotyping and 
matching of donors and recipients 
should be required,. The Panel 
recommended that donors and 
recipients of red blood cells be... 
phenotyped for the following additional . 
antigens: Jk* of the Kidd system, Lu? of 
the Lutheran system, S.and s of the 


MNSs system, and k (Cellang) of the 


‘ Kell system. 


The current guideline for the red blood 
cell immunization of Source Plasma . 
(Human) donors, last revised and made 
available May 5, 1978 (43 FR 19461), 
calls for the phenotyping of donors.and _ 
recipients for C, D, E, c, e, Fy* and K 
(Kell), and phenotyping for other 
specificities is recommended. FDA 
agrees that further characterization is 
desirable; but, except as described | 
below, it may not be practicable at this 
time. 

In May 1979, FDA surveyed all 
manufacturers of Source Plasma 
(Human) who had been approved to 


_ immunize donors with red blood cells. 


The manufacturers reported that a total 
of 2,219 donors were immunized during 
the year preceding the survey and that | 
122 (5.5 percent) of these donors 
produced an unwanted antibody. The 
unwanted antibodies were of 24 
different specificities, including anti-Jk*, 
-Lu®, -S and -s. No examples of anti-k of 
anti-Lu® were found. 

Each of the over 2,000 donors 
immunized yearly must be phenotyped 
and suitable i immunizing red blood cells 
identified using specific antisera (Blood 
Grouping Sera). The saine reagents are’: 
used to’select safe blood for transfusing 
patients sensitized to specific red blood 
cell antigens, an essential function 
necessary. to prevent a hemolytic 
transfusion reaction. Currently, no 
establishment is licensed for the 
manufacture of anti-Lu* or anti-Lu® 
Blood Grouping Serum; the remainder of 
those antisera necessary to meet the 
Panel's: recommendation are in short 
supply. If the Panel's recommendations 
were implemented; the availability of 
the reagent antisera for the more 
important function of selecting safe 
blood for sensitized: ‘patients would be 
jeopardized. 

The agency. recognizes that it is 
especially important to avoid: 
immunization of persons with rare 
phenotypes. These:phenotypes include k 
(Cellano)-negative {0.2 percent of 
population) and Lu”. negative (0.15 
percent), but there is a long list of such 
high-incidence antigens which could be 
considered of equal importance. 

In the case of the Cellano antigen, 
however, persons with the k-negative 
phenotype may be readily identified 
with minimal additional testing. Tests . 
for the antithetical antigen; K (Kell), are 
already required. With rate exceptions, 
persons who are.Cellano-negative are 
Kell-positive. Therefore, it is reasonable 
to test only candidate recipients of red 
blood cells who are Kell-positive (10 
percent of the population) for Cellano. 
The Cellano status of the immunizing 


52719 


cells is irrelevant when the recipient is 
Cellano-positive. By testing only those 

_ recipients who are K (Kell)-positive and. 
not testing the immunizing cells for 
Cellano, the potential antiserum 


’ requirement is.reduced by more than 90 


percent while adequately protecting the 
k (Cellano)-negative population. 
Accordingly, FDA intends to revise 
the guideline for the red blood cell ° 
immunization of Source Plasma 
(Human) donors to provide for-the 
testing of Kell-positive recipients of red’ 


_blood cells for the Cellano antigen. 


Consistent with the existing guideline, 
persons found to be k (Cellano)-negative 
should not be injected with k-positive 
cells unless they have preexisting anti-k 
antibody. Pending the consideration of 
comments. FDA is announcing that the 
revised guideline will be made available 
at the time of publication of any final 
rule based on this proposal: 

40. The Panel noted that there isa’ 
lack of supportive data for the dosage 
schedules recommended in the guideline 
for de‘novo immunization for anti-Rh, 
(D) and for injection of red blood cells 
into donors with preexisting antibody *’ 
titers. The Panel recommended the 
retention of the guideline schedules until 
such time as more data are available to 
provide a basis for the modification of 
the dosage schedules. 

FDA recognizes the desirability of 
gathering data which either support the 
present schedules or provide the basis 
for their modification. Source. Plasma 
(Human) manufacturers licensed for the 
immunization of donors with red blood 
cells completed a questionnaire in June 
1979, which provided some preliminary 
data regarding the success of the current 
dosage schedules. Another survey is 
planned to further define the 
effectiveness of the current dosage 
schedules. 

Through the.continued cooperation of 
the plasma establishments and the 
review and analysis-of data on file in 
license applications, FDA will continue 
to investigate this question. When 
supportive data are obtained, the agency 
will revise the dosage schedules 
recommended in the guideline 
appropriately. 

41. Throughout its Final Report, the 
Panel identified many areas in which 
there should be further investigation 
beyond that immediately required of a 
manufacturer for a safe, effective, and 
properly labeled product. In many. cases, 
the Panel identified the appropriate 
sector of the medical research 
community and possible sources of 
support for carrying.out the. 
recommended investigations. 
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engaged. Furthermore, FDA will 
continue to use the Panel's 
recommendations as a basis for 
initiating or supporting investigative 
studies in the future. Because FDA is 
primarily a regulatory agency, the areas 
and extent of research in which it may 
justifiably engage are limited to areas 
supportive of product regulation; 
therefore, many of the suggested 
investigations are beyond the scope of 
FDA's research authority of capabilities. 
The agency strongly urges the 
cooperation of all interested research 
organizations in meeting the objectives 
defined by the Panel for improving the 
safety and effectiveness of blood and 
blood derivatives. 

Additional background data, 
information, and references concerning 
this proposal may be seen in the 
Dockets Management Branch (HFA- 
305), Food and Drug Administration, Rm. 
4-62, 5600 Fishers Lane, Rockville, MD 
20857, between 9 a.m. and 4 p.m., 
Monday through Friday. 

The agency has determined under 21 
CFR 25.24{c)}(10) (April 26, 1985; 50 FR 
16636) that this proposed action is of a 
type that does not individually or 
cumulatively have a significant effect on 
the human environment. Therefore, 
neither an environmental assessment 
nor environmental impact statement is 
required. 

FDA has examined the regulatory 
impact and regulatory flexibility 
implications of the proposed regulation 
in accordance with Executive Order 
12291 and the Regulatory Flexibility Act, 
The agency concludes that the 
requirements would affect four groups of 
establishments in the blood products 
industry. 

Blood Banks 

The economic impact is expected to 
be neutral on 3,000 blood banks, of 
which 1,500 are small businesses, 
because some minor burdens would be 
imposed while others would be 
removed. 


Plasma Centers 


An average yearly savings of about 
6,600 dollars is expected to result for 


each of 350 plasma centers, of which 100 
are small businesses, because several 
significant regulatory burdens would be 
removed. 


Plasma Derivative Manufacturers 


An expense increase of about 100 
dollars annually is expected to result for 
each of 18 plasma derivative 
manufacturers, none of which are small 
businesses, because some additional 
product testing burdens would be 
imposed. 

Diagnostic Reagent Manufacturers 

A one-time expense of $560 is 
expected to result for each of seven - 
diagnostic reagent manufacturers, of 
which three are small businesses, 
because of additional product labeling 
burdens for Reagent Red Blood Cells. 

The expected economic impact of the 
proposal on small businesses or on 
consumers of the affected products are 
insufficient to warrant designation of 
the proposal as a major rule under any 
of the criteria specified under section 
1(b) of Executive Order 12291 or to 
require a regulatory flexibility analysis. 
Accordingly, under section 605(b) of the 
Regulatory Flexibility Act, the 
Commissioner of Food and Drugs 
certifies that this rulemaking, if 
promulgated, will not have a significant 
economic impact on a substantial 
number of smal! entities. A copy of the 
threshold assessment supporting this 
determination is on file with the Dockets 
Management Branch. 

Section 606.151 of this proposed rule 
contains collection of information 
requirements already reviewed and 
approved by the Office of Management 
and Budget (OMB) under section 3507 of 
the Paperwork Reduction Act of 1980. 
OMB assigned these collection of 
information requirements approval 
number 0910-0116. In this proposal, FDA 
is continuing these collection of — 
information requirements. Organizations 
and individuals desiring to submit 
comments on these requirements are 
directed to submit them to the Dockets 
Management Branch (HFA-305), Food 
and Drug Administration, Rm. 4-62, 5600 
Fishers Lane, Rockville, MD 20857, and 
to the Office of Information and 
Regulatory Affairs, OMB, New 
Executive Office Bldg., Rm. 3208, 
Washington, DC 20503, Attention: Bruce 
List of Subjects 
21 CFR Part 606 

Blood, Laboratories. 

21 CFR Part 610 


Biologics, Labeling. 


21 CFR Part 640 


Blood, Reporting requirements. 


Therefore, under the Federal Food, 
Drug, and Cosmetic Act, the Public 
Health Service Act, and the 
Administrative Procedure Act, it is 
proposed that Parts 606, 610, and 640 be 
amended as follows: 


1. The authority citation for 21 CFR 
Part 606 continues to read as follows: 


Authority: Secs. 201, 502, 505, 701, 52 Stat. 
1040-1042 as amended, 1050-1053 as 
amended, 1055-5056 as amended by 70 Stat. 
919 and 72 Stat. 948 (21 U.S.C. 321, 352, 355, 
371) and the Public Health Service Act (sec. 
351, 58 Stat. 702 as amended (42 U.S.C. 262)) 
and the Administrative Procedure Act (secs. 
4, 10, 60 Stat. 238 and 243 as amended (5 
U.S.C. 553, 701-706)); 21 CFR 5.10. 


2. By revising § 606.151, to read as 
follows: 


§ 606.151 Compatibility testing. 

Standard operating procedures for 
routine compatibility testing of Whole 
Blood or Red Blood Cells shall include 
the following: 

(a) A method of collecting and 
identifying the blood samples of 
recipients and donors to ensure positive 
identification. 

(b) The determination of the ABO and 
Rh groups of the donors and recipient 
using licensed blood grouping sera of 
their equivalent. 

{c) Antibody detection tests that will 
demonstrate significant alloantibodies 
active at 37° C in the serum or plasma of 
a previously transfused or previously 
pregnant doner. 

(d) The testing of the recipient's serum 
for unexpected alloantibodies, by the 
antiglobulin technique or an equally 
sensitive method that will demonstrate 
significant antibodies reactive with the 
donor’s cells at 37° C. 

{e) Procedures to expedite 
transfusions in life-threatening 
emergencies and, if applicable, 
procedures for testing blood for neonatal 
transfusions and autologous 
transfusions. 


(Collection of information requirements 
approved by the Office of Management and 
Budget under approval number 9010-0116.) 


PART 610—GENERAL BIOLOGICAL 
PRODUCTS STANDARDS 


3. The authority citation for 21 CFR 
Part 610 continues to read as follows: 
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Authority: Secs. 215, 351, 58 Stat:690 as 
amended, 702 as amended oy U.S.C. 216, 
262); 21 CFR 5.10. 


4.-In § 610.53{a), by revising the item 
“Whole Blood” to read as follows: 


§ 610.53 - Dating Periods for specific 
products. 


(a) * «* 


Whole blood 


(a) ACD solution—21 days, provided 
collected in. fabeli 


(b) Heparin 


if storage 
1° and 6° C. Sec. 610.51 does not apply. 


(c) CPD er days, provided 


(a) CPDA: 


storage between 
1° and 6° C. Sec. 610.51 does not apply. 


* * * * *. 


PART 640—ADDITIONAL STANDARDS 
FOR HUMAN BLOOD AND BLOOD 
PRODUCTS — 


5. The authority citation for 21 CFR 
Part 640 continues to read as follows: 

Authority: Secs. 215, 351, 58 Stat. 690 as 
amended, 702 as amended (42 U.S.C. 216, 
262); 21 GFR 5.10. 


6. In § 640.3, by revising the 
introductory text of paragraph (b) and 
by revising paragraphs (b) (3) and (6), to 
read as follows: 


§ 640.3 Suitability of donor. 

(b) Qualifications of donor; general. 
Donors shall be in good health, as 
indicated in part by: 

(3) A determination that the 
hemoglobin level is within normal limits. 
The technique for obtaining the blood 
sample and the acceptable normal limits 
for the hemoglobin level shall be 
prescribed in the written standard 
operating procedures of the 
establishment. 

(f) Frequency of donation. A donor 
may. not serve as a source of Whole 
Blood more than once in 8 weeks; 
female donors of Whole Blood shall 
donate no more frequently than 4 times 
~ per year; and male donors of Whole » 
Blood shall donate no more frequently 
than 5 times per year; except, an 
individual may donate more frequently 
if: - 

(1) The donor is examined by a 
licensed physician at the time of 
donation and.certified in writing to meet 
all other donor qualifications of this 
section; or, : 


Storage between 
1° and 6° C. Sec. 610.51 does not apply. 


storage between 
1’ ange: C. Sec. 610.51 does not apply. 
1 solution—21 days, provided 


(2) Adequate procedures are 
employed to protect the health of the 
donor, including procedures to prevent 
the development of an iron deficiency. 
The procedures shall be described in the 
written standard operating procedures 
of the establishment and shall have 
been approved by the Director, Office of 
Biologics Research and Review, Center 
for Drugs and Biologics. 


7. In § 640.5, by revising the 
introductory text and paragraphs (b) 
and (c), by redesignating existing 
paragraphs (d) and (e) as (e) and (f), 
respectively, and by adding a new 
paragraph (qd), to read as follows: 


§ 640.5 Testing the blood. 

All laboratory tests shall be 
performed on a pilot or processing 
sample of blood, and these tests shall 
include the following: 

(b) Determination of the ABO blood 
group. Whole Blood shall be classified 
according to ABO blood group by testing 
the red blood cells with licensed Anti-A 
and Anti-B Blood Grouping Sera and by 
testing the serum or plasma with known 
group A and B cells. The unit of Whole 
Blood shall not be labeled unless any 
discrepancy in the results of the two 
tests is resolved. The testing facility 
may use unlicensed blood grouping sera 
prepared at such facilities, if the blood, 
grouping sera meet the requirements of 
Part 660 of this subchapter. 

(c} Determination of the Rh group. 
Whole Blood shall be classified 
according to Rh blood group by testing 
the red blood cells with licensed Anti-D 
Blood.Grouping Serum. If the test using 
Anti-D Blood Grouping Serum is 
positive, no further testing is required. If 
the test using Anti-D Blood Grouping 
Serum is negative, the results shall be 
confirmed by further testing for the D 
antigen variant D", using the 
antiglobulin technique or a technique of 
equivalent sensitivity. The testing 
facility may use unlicensed Anti-D 
Blood Grouping Serum and unlicensed 
Anti-Human Globulin prepared at such 
facility, if the sera meet the 
requirements of Part 660 of this chapter. 

(d).Test for unexpected antibodies: 
Whole blood from-previously pregnant 
or-transfused donors shall be tested for 
unexpected antibodies by a method that 
demonstrates significant alloantibodies. 


* * * * * 


8. By revising § 640.24(b) to read as 
follows: 
§ 640.24. Processing. 


(b) Immediately after collection, the 


§2721 


whole blood or plasma‘shall be held in 
storage between 20° to 24°C, unless it 
must be transported from the donor 
clinic to the processing laboratory. 
During such transport, all reasonable 
methods shall be used to maintain the 
temperature as close as possible toa 
range between 20° and:24°C until it 
arrives at the processing laboratory 
where it shall be held between 20” and 
24°C until the platelet rich plasma is 
separated. The platelet rich plasma shall 
be separated within 6 hours after the 
collection of the unit of whole blood. 


* * * * * 


9. By revising § 640.33(a) to read as 
follows: 


§ 640.33 Testing the biood. 
(a) Blood from which plasma is 
separated shall be tested as prescribed 
in § 640.5 (a), (b), (c), and (d). 
10. By revising § 640.34(d), to read as 
follows: 


§ 640.34 - Processing. 

(d) Plasma Platelet Rich. Plasma 
Platelet Rich shall be prepared from 
blood collected by a single 
uninterrupted venipuncture with 
minimal damage to and manipulation of 
the donor's tissue. The plasma shall be 
separated from the red blood cells by 
centrifugation within 6 hours after 
phlebotomy. The time and speed of 
centrifugation shall have been shown to 
produce a product with at least 250,000 
platelets per microliter. The plasma 
shall be stored at a temperature 
between 20° and 24°C, or between 1° 
and 6°C, immediately after filling the 
final container. A gentle and continuous 
agitation of the product shall be 
maintained throughout the storage 
period, if stored at a temperature of 20° 
to 24°C. 


11. Section 640.62 is revised to read as 
follows: 


§ 640.62 Medical supervision. 


(a) Supervision by a licensed 
physician. Except as provided in 
paragraph (b) of this section, a qualified 
licensed physician shall be on the 
premises when donor suitability is being 
determined, immunizations are being 
made, whole blood is being collected, or 
red blood cells are a being returned to the 
donor.’ 

(b) Alintngaive' supervision. An 
adequately trained and qualified person 
other thar a licensed physician, under 
the direction of a qualified licensed 
physician, may assume the functions 
and responsibilities, otherwise reserved 
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for such physician by the requirements 
of this subpart with respect to normal 
donors contributing plasma by 
plasmapheresis; provided, the Director, 
Office of Biologics Research and 
Review, Center for Drugs and Biologics, 
is notified at least 30 days in advance of 
an assignment of duties in conformance 
with this paragraph and raises no 
objection. The provisions of this 
paragraph shall not apply to functions 
and responsibilities pertaining to donors 
with known diseases, such as 
hemophilic donors, or when donors are 
being immunized for the production of 
high-titer plasma. 


12. In § 640.63, by revising the heading 
of paragraph (b), by revising paragraphs 
(b)(2)(i) and (c)(3), and by adding new 
paragraph (f), to read as follows: 


§ 640.63 Suitability of donor. 


7 * * 7 


(b) Initial donor screening. {1} * * * 

(2)(i) If a donor is to be immunized for 
the production of high-titer plasma, the 
initial donor screening for immunization 
shall be performed by a qualified 
licensed physician within no more than 
1 week before the first immunization 
injection. The initial donor screening for 
plasmapheresis need not be repeated if 
the first donation occurs within 3 weeks 
after the first injection. 


** * 


(c) 

(3) A determination that the 
hemoglobin level is within normal limits. 
The technique for obtaining the blood 
sample and the acceptable normal limits 
for the hemoglobin level shall be 
prescribed in the written standard 
operating procedures of the 
establishment. 

(f} Exemptions from donor suitability 
requirements. An establishment is not 
required to perform the initial donor 
screening, total protein test, tests to 
determine the immunoglobulin 
composition of the plasma, and review 
of laboratory data, as prescribed in 
paragraphs (b) and (c)(5) of this section 
and § 640.65(b) (1) and (2), provided the 
donor meets the following criteria; 

{1) The donor has neither donated 
whole blood nor been plasmapheresed 
in the preceding 8 weeks; 

(2) The donor is not donating plasma 
(and blood) for more than the fourth 
time, if female, or fifth time, if male, in a 
year; and 

(3) The donor is healthy and is not 
being immunized for the production of 
high-titer plasma. 


13. In § 640.65, by revising paragraph 
(b) (1)(i) and (2)(i), to read as follows: 


§ 640.65 Plasmaphereses. 
) s**t 

(1){i) Except as provided under 
paragraph (f) of § 640.63, a sample of 
blood shall be drawn from each donor 
on the day of the initial donor screening 
or plasmapheresis, whichever comes 
first, and at least every 4 months 
thereafter by a qualified licensed 
physician or by persons under the 
physician's supervision and trained in 
such procedure. A serological test for 
syphilis, a total plasma or serum protein 
determination, and a plasma or serum 
protein electropheresis or quantitative 
immuno-diffusion test or an equivalent 
test to determine immunoglobulin 
composition of the plasma or serum 
shall be performed on the sample. _ 

(2)(i) Expect as provided under 
paragraph (f) of § 640.63, the 
accumulated laboratory data, including 
tracings, if any, of the plasma or serum 
protein electropheresis pattern, the 
calculated values of each component, 
and the collection records shall be 
reviewed by a qualified licensed 
physician within.21 days after the 
sample is drawn to determine whether 
or not the donor may continue in the 
program. The review shall be signed by 
the reviewing physician. If the protein 
composition is not within normal limits 
established by the testing laboratory, or 
if the total protein is less than 6.0 grams 
per deciliter of sample, the donor shall 
be removed from the program until these 
values return to normal. 

14. In § 640.80, by revising paragraph 
(b), to read as follows: 


§ 640.80 Albumin (Human). 
(b) Source material. The source 
material Albumin (Human) shall be 
plasma from human donors determined 
at the time of donation to have been free 
from disease-causative agents that are 
not destroyed or removed by the 
processing method, as determined by © 
the medical history of the donor and 
from such physical examination and 
clinical tests as may appear necessary 
for each donor at the time the blood was 
obtained. Where the source material is a 
product for which additional standards 
are effective, the requirements of those 
additional standards shall determine the 
propriety of the source material for use 
in the production of Albumin (Human). 
Where no additional standards are 
effective with respect to the source 
material for the production of Albumin 
(Human), such source material shall: 


* * * * * 
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15. In § 640.82, by redesignating 
existing paragraphs (e) and (f) as (f) and 
(g), respectively, and adding new 
paragraph {e), to read as follows: 


§ 640.82 Tests on final product. 


* * * +. * 


(e) Potassium content. The potassium 
content of the final product shall not 
exceed 2 milliequivalents per liter. 


* * * * * 


16. By revising § 640.84, to read as 
follows: 


$640.84 Labeling. 

In addition to the labeling 
requirements of §§ 610.60, 610.61, and 
610.62 of this chapter, the container and 
package labels shall contain the 
following information: ; 

(a) The osmotic equivalent in terms of 
plasma and the sodium content in terms 
of a value or a range in millieqivalents 
per liter. , 

(b) The caution “DO NOT USE IF 
TURBID. NO NOT BEGIN 
ADMINISTRATION MORE THAN 4 
HOURS AFTER THE CONTAINER HAS 
BEEN ENTERED” placed in a prominent 
position on the label; - 

(c) The need for additional fluids 
when 20 percent of 25 percent albumin is 
administered to a patient with marked 
dehydration; 

(d) The protein content, expressed as 
a 4-percent, 5-percent, 20-percent, or 25- 
percent solution. 


17. In § 640.90 by revising the 
introductory text of paragraph (b), to 
read as follows: 


§ 640.90 Plasma Protein Fraction (Human). 


* * * * 2 


(b) Source material. The source 
material of Plasma Protein Fraction 
(Human) shall be plasma from human 
donors determined at the time of 
donation to have been free from 
disease-causative agents that are not 
destroyed or removed by the processing 
method, as determined by the medical 


. history of the donor and from such 


physical examination and clinical tests 
as may appear necessary for each donor 
at the time the blood was obtained. 
Where the source material is a product 
for which additional standards are 
effective, the requirements of those 
additional standards shal] be the criteria 
for determining the propriety of the 
material for use in the production of 
Plasma Protein Fraction (Human). When 
no additional standards are effective 
with respect to source material for the 
production of Plasma Protein Fraction 
(Human), such source material shall: 


* * * * * 
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18. In § 640.100, by revising 
paragraphs (b) and (c), to read as 
follows: 


§ 640.100 Immune Globulin (Human). 


* * * * * 


(b) Source material. The source of 
Immune Globulin (Human) shall be 
plasma from human donors determined 
at the time of donatiowto have been free 
of disease-causative agents that are not 
destroyed or removed by the processing 
methods, as determined by the donor's. 
history and from such physical 
examination and clinical tests as appear 
necessary for each donor at the time the 
blood was obtained. The source plasma 
shall not contain a preservative and 
shall be stored in a manner that will 
prevent contamination by 
microorganisms, pyrogens. or other 
impurities. 

(c) Additives in source material. 
Source plasma shall not contain an 
additive unless it is shown that the 
processing method yields a product free 
of the additive to such an extent that the 


safety, purity, and potency of the 
product will not be affected adversely. 


19, In § 640.110, by revising 
paragraphs (b) and (c) to read as 
follows: 


§ 640.110 Measies immune Globulin 
(Human). 
* * * * * 

(b) Source material. The source of 
Measles Immune Globulin (Human) 
shall be plasma from human donors 
determined at the time of donation to 
have been free of disease-causative 
agents that are not destroyed or 
removed by the processing method, as 
determined by the donor's history and 
from such physical examination and 
clinical tests as appear necessary for 
each donor at the time the blood was 
obtained. The source plasma shall not 
contain a preservative and shall be 
stored in a manner that will prevent 
contamination by microorganisms, 
pyrogens, or other impurities. 

(c) Additives in source material. 
Source blood or plasma shall not 
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contain an additive unless it is shown 
that the processing method yields a 
product free of the additive to such an 
extent that the safety, purity, and 
potency of the product will not. be 
affected adversely. 


Interested persons may, on or before 
March 24, 1986, submit to the Dockets 
Management Branch (address above), 
written comments regarding this 
proposal. Two copies of any comments 
are to be submitted, except that 
individuals may submit one copy. 
Comments are to be identified with the 
docket number found in brackets in the 
heading of this document. Received 
comments may be seen in the office 
above between 9 a.m. and 4 p.m., 
Monday through Friday. 

Dated: December 13, 1985. 

Frank E. Young, 

Commissioner of Food and Drugs. 

[FR Doc. 85-30007 Filed 12-23-85; 8:45 am] 
BILLING CODE 4160-01-M 
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DEPARTMENT OF DEFENSE 


GENERAL SERVICES 
ADMINISTRATION 


NATIONAL AERONAUTICS AND 
SPACE ADMINISTRATION 


48 CFR Part 31 


Federal Acquisition Regulation (FAR); 
Selling Costs 


AGENCIES: Department of Defense 
(DOD), General Services Administration 
(GSA), and National Aeronautics and 
Space Administration (NASA). 


ACTION: Proposed rule. 


SUMMARY: The Civilian Agency 
Acquisition Council and the Defense 
Acquisition Regulatory Council are 
considering changes to Federal 
Acquisition Regulation (FAR) 31.205-38, - 
Selling costs, that are intended to clarify 
the definition and allowability policy for 
the cost. 

Comments: Comments should be 
submitted to the FAR Secretariat at the 
address shown below on or before 
January 23, 1986 to be considered in the 
formulation of a final rule. 
aporess: Interested parties should 
submit written comments to: General 
Services Administration, FAR 
Secretariat (VRS), 18th & F Street NW.. 
Room 4041, Washington, DC 20405. 

Please cite FAR Case 85-71 in all 
correspondence related to this issue. 
FOR FURTHER INFORMATION CONTACT: - 
Ms. Margaret A. Willis, FAR Secretariat, 
Telephone (202) 523-4755. 


SUPPLEMENTARY INFORMATION: 


A. Background 


The proposed rule is, in part a 
response to the requirements of Pub. L. 
99-145, the Defense Procurement 
Improvement Act of 1986. The proposed 
definition of selling includes all aspects 

_of marketing the contractor's products. 
Included are those aspects which are 
more specifically addressed in other 
subsections of the contract cost 
regulations. Those other relevant 
subsections, such as advértising and 
public relations, are cross-referenced in 
the proposed selling rule and remain 
controlling as to allowability policy. The 
proposed rule essentially limits 
allowable selling costs to market 
planning costs and direct selling, which 
is defined as those acts or actions to 
induce particular customers to purchase 
particular products or services of the 
contractor. This revised allowability 
policy was necessitated by the need to 
achieve compatibility with revisions 
currently pending to the subsection on 


- advertising and public relations, and to 


reduce the negotiable range in a cost 
area in which the Congress and GAO 
had noted substantial reinstatements of 
questioned costs. 


‘ B. Regulatory Flexibility Act 


The proposed changes to FAR 31.205- 
38 are not expected to have a significant 
economic impact on a substantial 
number of small entities under the 
Regulatory Flexibility Act (5 U.S.C. 601 
et seq.) because most contracts awarded 
to small entities are awarded on a 
competitive fixed-price basis and cost 
principles do not apply. 


C. Paperwork Reduction Act 


The Paperwork Reduction Act (Pub. L. 
96-511) does-not apply because this 
proposed change to FAR 31.205-28 


provides clarifications as to the 
allowability of selling costs, and does 


not impose any additional reporting or 
recordkeeping requirements or 
collection of information from offerors, 
contractors, or members of the public 
which require the approval of OMB 
under 44 U.S.C. 3501 et. seq. 


List of Subjects in 48 CFR Part 31 
Government procurement. 


Dated: December 18, 1985. 
Lawrence J. Rizzi, 
Director, Office of Federal Acquisition and 
Regulatory Policy. 

Therefore, it is proposed that 48 CFR 
Part 31 be amended as follows: 


PART 31—CONTRACT COST 
PRINCIPLES AND PROCEDURES 


1. The authority citation for Part 31 
continues to read as follows: 


Authority: 40 U.S.C. 486{c); 10 U.S.C. 
Chapter 137; and 42 U.S.C. 2453{c). 


2. Section 31.205-38 is revised to read 
as follows: 


31.205-38 Selling costs. 

(a) “Selling” is a generic term 
encompassing all efforts to market the 
contractor's products, some of which are 
covered specifically in other subsections 
of 31.205. Selling activity includes the 
following broad categories. 

(1) Advertising; 

(2) Corporate image enhancement 
including broadly-targeted sales efforts, 
other than advertising; 

(3) Bid and proposal costs; 

(4) Market planning; and 

(5) Direct selling. 

(b) Advertising costs are defined at 
31.205-1(b) and are subject to the 
allowability provisions of 31.205-1 (d) 
and (f). Corporate image enhancement 
activities are included within the 
definitions of public relations at 31.205- 


1(a) and entertainment at 31.205-14 and - 


are subject to the allowability 
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provisions at 31.205-1 (e) and (f) and 
31.205-14, respectively. Bid and proposal 
costs are defined at 31.205-18 and have 
their allowability controlled by that 
subsection. The allowability of market 
planning cost is controlled by the 
provisions’ of 31.205-12. Costs of 
activities which are disallowed under 
cost principles referenced in this 
paragraph (b) are not to be reconsidered 
for reimbursement under any other 
provision of this subsection. 

(c) Direct selling efforts are those acts 
or.actions to induce particular 
customers to purchase particular 
products ‘or services of the contractor. 
Direct selling is characterized by 
person-to-person contact and includes 
such activities as familiarizing a 
potential customer with. the contractor's 
products, conditions of sale, service 
capabilities, etc. It also includes 
negotation, liasion between customer 
and contractor personnel, technical and 
consulting activities, individual 
demonstrations, and any other activities 
having as their purpose the application 
or adaptation of the contractor's 
products for a particular customer's use. 
The cost of direct selling efforts is 
allowable if reasonable in amount. 

(d) The costs of any selling efforts 
other than those addressed in 
paragraphs (b) or (c) of this subsection 
are unallowable. : 

(e) Costs of the type identified in 
paragraphs (b), (c), and (d) of this 
subsection are often commingled on the 
contractor's books in the selling expense 
account because-these activities are 
performed by the sales departments. 
However, identification and segregation 
of unallowable costs is required under 
the provisions of 31.201-6 and CAS 405, 
and such costs are not allowable merely 
because they are incurred in connection 
with allowable selling activities. 

(f} Notwithstanding any other 
provision of this subsection, selling 
costs incurred in connection with 
potential and actual Foreign Military 
Sales as defined by.the Arms Export 
Control Act, or foreign sales of military 
products are unallowable.on U.S. 
Government contracts for U.S. 
Government requirements. 

(g) Notwithstanding any other 
provision of this subsection, sellers’ or 
agents’ compensation, fees, 
commissions, percentages, retainer or 
brokerage fees, whether or not 
contingent upon the award of contracts, 
are allowable only when paid to bona 
fide employees or established 
commercial or selling agencies 
maintained by the contractor for the 
purpose of securing business (see 3.408- 
2). 

[FR Doc. 85-30310 Filed 12-23-85; 8:45 am] 
BILLING CODE 6820-61-M 
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OFFICE OF MANAGEMENT AND 
BUDGET 


Management of Federal information 
Resources 


December 12, 1985. 

AGENCY: Office of Management and 
Budget, Executive Office of the 
President. 

ACTION: OMB Circular No. A-130; final 
publication. 


sumMARY: This Circular provides a 
general policy framework for 
management of Federal information 
resources. The Circular implements 
provisions of the Paperwork Reduction 
Act of 1980 as well as other statutes, 
Executive Orders, and policies 
concerning general information policy, 
information technology, privacy, and 
meintenance of Federal records. The 
Office of Management and Budget 
(OMB) published a draft Circular for 
public comment on March 15, 1985, and 
received comments and suggestions 
from the public. This Circular 
supersedes OMB Circular Nos. A-71, A- 
90, A-108, and A-121. 
DATE: This Circular is effective 
December 12, 1985. 
FOR FURTHER INFORMATION CONTACT: 
]. Timothy Sprehe, Office of Information 
and Regulatory Affairs, Room 3235 New 
Executive Office Building, Office of 
Management and Budget, Washington, 
D.C. 20503. Telephone: (202) 395-4814. 
SUPPLEMENTARY INFORMATION: The 
Paperwork Reduction Act of 1980, Pub. 
L. 96-511, 94 Stat 2812, codified at 
Chapter 35 of Title 44 of the United 
States Code, establishes a broad 
mandate for agencies to perform their 
information activities in an efficient, 
effective, and economical manner. 
Section 3504 of the Act provides 
authority to the Director, Office of 
Management and Budget (OMB), to 
develop and implement uniform and 
consistent information resources 
management policies; oversee the 
development and promote the use of 
information management principles, 
standards, and guidelines; evaluate 
agency information management 
practices in order to determine their 
adequacy and efficiency; and determine 
compliance of such practices with the 
policies, principles, standards, and 
guidelines promulgated by the Director. 
This Circular implements OMB 
authority under the Paperwork 
Reduction Act with respect to section 
3504(b), general information policy, 
section 3504(e), records management, 
section 3504(f), privacy, and section 
3504(g), Federal automatic data 


processing and telecommunications; the 
Privacy Act of 1974 (5 U.S.C. 552a); 
sections 111 and 254 of the Federal 
Property and Administrative Services 
Act of 1949, as amended (40 U.S.C. 759}; 
the Budget and Accounting Act of 1921 
(31 U.S.C. 1 et seq.); and Executive 
Order No. 12046 of March 27, 1978. The 
Circular complements 5 CFR Part 1320, 
Controlling Paperwork Burden on the 
Public, which implements other sections 
of the Paperwork Reduction Act dealing 
with controlling the reporting and. 
recordkeeping burden placed on the 
public. 

In addition, the Circular revises and 
consolidates policy and procedures in 
five existing OMB directives and 
rescinds these directives. 
A-71—Responsibilities for the 

Administration and Management of 

Automatic Data Processing Activities 
Transmittal Memorandum No. 1 to 

Circular No. A-71—Security of 

Federal Automated Information 

Systems 
A-90—Cooperating with State and Local 

Governments to Coordinate and 

Improve Information Systems 
A-108—Responsibilities for the 

Maintenance of Records abeut 

Individuals by Federal Agencies 
A-121—Cost Accounting, Cost 

Recovery, and Interagency Sharing of 

Data Processing Facilities 


Development of the Circular 


On September 12, 1983, OMB 
published a Notice in the Federal 
Register, 48 FR 40964, announcing 
development of the OMB Circular on 
Federal information resources 
management and soliciting public 
comment. In response to this notice, 
OMB received comments from 14 
Federal agencies and 39 members of the 
public. On March 15, 1985, OMB 
published its draft Circular on the 
Management of Federal Information 
Resources (50 FR 10734-10747), inviting 
the public to comment by May 14, 1985. 
OMB informally extended the public 
comment period in order to allow 
Federal agencies and the public more 
time to submit their views. By August 
1985, OMB had received about 350 
letters of comment; 52 percent of these 
were from the library and academic 
community, 28 percent were from other 
members of the public, and 20 percent 
from Federal agencies and Members of 
Congress. 

Form of the Circular and Addition of 
Appendix IV 

The draft Circular followed the form 
of a notice of proposed-rulemaking, 
which is to say that the text of the 
proposed Circular was accompanied by 
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Supplementary Information containing a 
lengthy analysis of key sections. The 
analysis explained the management 


‘context and philosophy behind the 


language of the draft Circular. 


’ The Circular also follows the form of a 


notice of proposed rulemaking. Many 
who commented on the draft Circular 
requested that the explanatory 
contextual materials not be lost when 
the Circular was published in final form. 
OMB accepted this recommendation. 
Accordingly, in addition to the three 
appendices included in the draft 
Circular, OMB has added Appendix IV, 
Analysis of Key Sections. Appendix IV 
contains a revision and expansion of the 
analysis of key sections that 
accompanied the March 15 draft 
Circular. 

This Supplementary Information 
section focuses on comments received to 
the March 15 draft Circular and the 
disposition OMB has made of the 
comments. 


Additional Comment 


Because of the perceived seriousness 
of deficiencies in the draft Circular of 
March 15, 1985, several commentators 
urged that OMB revise the draft, and 
issue the revision for another round of 
public comment. With the public notices 
of September 12, 1983, and March 15, 
1985, OMB has twice sought public 
comment. After analyzing public 
comment on the March 15 draft and 
revising the Circular, OMB decided not 
to accept this recommendation. OMB 
believes that the Circular as now 
revised accommodates valid criticisms 
and objections, that adequate public 
comment has been sought, and sees 
little benefit and much delay in a third 
round of public comment. 


Section-by-Section Analysis 
Section 1. Purpose 


OMB rejected a recommendation that 
the phrase “management of Federal 
information resources” be changed to 
“management and dissemination of 
Federal information resources” because 
the definitions of information resources 
management and government 
information already include 
dissemination within management. 


Section 3. Authorities 


OMB expanded the citation of the 
Federal Property and Administrative 
Services Act to include section 206 in 
order to reflect Federal 
telecommunication standards 
authorities. Executive Order No. 12472, 
Assignment of National Security and 
Emergency Preparedness 
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Telecommunications Functions, has. _ 
beer: added to this: section. 


Section 4. Applicability and Scope 


OMB revised this'section to include a 
reference to national security and: 
emergency preparedness 
telecommunications activities subject to 
Executive: Order No;.12472, One: 
commentator suggested’ that a general 
disclaimer be added here stating that 
the policies apply only where feasible, 
cost effective, and. appropriate in the 
context of a particular activity. OMB 
rejected this ‘suggestion’ because specific 
disclaimers are included.in specific. 
policies and because section 9a(1); 

- assumes that heads of Federal agencies 
are responsible for managing their 
information resources in. the context of 
particular activities and agency 
missions. 

Another commentator suggested that 
the Circular address which 
will be controlling in the event of 
inconsistency: the. Circular on.national 
security directives. OMB does not 
believe such inconsistencies exist until 
shown in specific instances; if they 
should.exist, they should be resolved on 
an individual basis. Another 
commentator recommended that this 
section should make exception for the 
exclusions identified in the Warner 
Amendment in the Department .of 
Defense Authorization Act of 1982. OMB 
believes these exclusions are 
appropriately treated in the contexts to 
which they apply, and notes that statute 
always takes precedence over policy 
guidance. For clarity, OMB added an 
explicit reference to this Department of 
Defense exclusion in the definition of 
information technology (Section 6h). 
Section 6. Definitions’ 

a: Agency. Although no one’ 
commented on the definition of 
“agency,” OMB changed the definition 
because the previous wording was’ 
confusing and did not adequately 
convey that independent regulatory 
agencies are included within the 
meaning of the term. é 

b. tion. One commentator 
noted that the definition is broader than 
the definition of the same term in OMB’s: 
regulation, .5 CFR 1320; The breadth: of 
the definition is due to the fact that the 
scope of the Circular is: broader than the 
scope’of the regulation.. Another 
commentator believed there were majer 
omissions in the definition, e.g., 

micrographics, printing and publishing, 
nae and distribution; libraries, veice’ 
communications, reprographics, 
audiovisual,.and manual information 
systems. OMB believes these are 
information media; processes, or 


institutions, rather than information as 
such, and that the definition as 
formulated covers them. 

c. Government Information. One: 
commentator noted that the definition of 
“government information” does not 
include information that may be 
required to’ be maintained by a Federal 
agency, presumably as in Federal 
recordkeeping requirements imposed 
upon members of the public (e.g:, 
individuais” tax records). OMB does’ not 
intend that such information should be 
considered government information, nor 
does the Circular extend to such 
information except as’ specifically 
provided (e-g., Appendix I, Section 
3a(1)). Another commentator pointed out 
that’ the definition would include 
informatior® maintained by the 
legislative and judicial branches of 
government. While it is true that the 
definition encompasses information held 
by the legislative and judicial branches, 
the Circular applies only to-agencies of 
the executive branch as defined in 
Section 6a. Another recommended that 
the definition of government information 
be restricted only to informatior created 
or colleeted’ by the Federal Government, 
and not be extended to information 
processed; transmitted, disseminated, 
used, stored, and disposed of by the 
Federal Government. OMB rejected this 
recommendation because 44 U.S.C. 3504 
clearly applies, for example, to 
informatio processing and records 
managemient. 

Several commentators recommended 
that the definition. should pertain to 
information “created. . . or disposed 
of by, or on behalf of, the Federal 
Government.” (emphasis added) The 
intent of the recommendation was to 
make clear that the Circular’s policies 
applied to all information under 
government contro! or sponsorship, 
irrespective of the information 
processing agent; that is, to include all 
information created, collected, 
processed, transmitted, disseminated, 
used, stored, or disposed of by 
government contractors or grantees. 

OMB rejected the recommendation for 
several reasons. First, while agencies. 
doubtless have the:choice to treat 
information created or collected on their 


. behalf as government information, OMB 


does not intend, except where explicitly 
stated, that policies in the Circular 
extend to'persons or entities that create, 
collect, process; transmit, disseminate, 
use; store, or dispose of information on 
behalf of the government. Section 4 of 
the Circular states that the policies 
apply to-executive agencies;. Section 
3a(1) of Appendix fF is an explicit 
statement of application to Federal 
contracts: Second, existing and 
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longstanding policy embodied in OMB 
Circular No. A-110, Uniform 
Administrative Requirements for Grants 
and Agreements with Institutions of 
Higher Education, Hospitals, and Other 
Nonprofit Organizations, permits 
grantees in such institutions to copyright 
information created or collected under 
Federal. grants. The fact that such 
information may be copyrighted implies 
that the-information is not government 
information, because the government 
may not copyright government 
information (17 U.S.C. 101 and 105). 
Third, the courts. have held that requests 
to Federal agencies for release of 
information under the Freedom of 
Information Act do. not always extend to 
those performing.information activities 
under grant or contract to a Federal 
agency; hence, such information is not 
government information. 

Several commentators recommended 
that government information be’ 
subdistinguished,. with special 
definitions being formulated for, and 
special policy treatment. giver to, 
scientific and technical information, 
statistical information, or printed: 
information; OMB-did' not aceept the 
recommendation because the Circular is 
intended to implement the Paperwork 
Reduetion Act, and the Ai(ct itself does: 
not distinguish among various kinds of 
information. 

f. andy. Access to Information and 
Dissemination of Information. The 
definitions of “access to information” 
and “dissemination of information,” 
particularly when considered together 
with: Section 8a on information 
management, drew more comment than 
any other definitions. Twenty-three 
persons commented on the definitions. 
Commentators specially objected’ to the 
phrase: “upon their request” in the 
definition of access. They noted that the 
public may gain access to’: government 
information through Freedom of 
Information Act requests but argued that 
the Circular makes'no provisions to 
ensure’ the public knows what 
information is available or how to 
obtain the information. They suggested 
that the tone of the definitions was 
narrow, negative, and restrictive; and 
the implications ran contrary to the 
proper role of government in providing 
information in a democratic society. 

OMB ' believes that the definitions of 
access and dissemination, as found in 
the draft Circular; are sound. In OMB’s 
view, the commentators’ objections 
arose’ not eut of the definitions 
themselves but out of the uses to which 
they were put im the draft Circular’s 
policies and their explanation. 
Accordingly, OMB’ has made revisions 





to the policies and to the Analysis of 
Key Sections (Appendix IV), but has. 
retained the definitions. 
_ i. Information Technology Facility. . 

‘Several persons pointed out the 
desirability of standardizing the 
definition of “information technology 
facility,” as found in the Circular and 
Appendix Il, with “information 
technology installation,” as found in 
Appendix III. The two terms are 
retained because they apply to different 
contexts, and the relationship between 
the terms is explained in Appendix HI, 
Section 2b. 

k. Government Publication. A new 
term, “government publication,” has 
been defined because a new policy’ 
statement pertains to government 
publications. The definition of the term 
is taken directly from statute (44 U.S.C. 
1901). ° 


Section 7. Basic Considerations and 
Assumptions 


7a and 7b. These statements have . 
been amended and broadened to reflect 
points raised in comments, namely, that 
the statements were too narrowly 
conceived. 

Deleted statement. The draft Circular 
contained the statement: The value of 
government information to the 
government is solely.a function of the 
degree to which the information 
contributes to achieving agencies’ 
missions. Comments concerning this 
statement alleged that the statement 
underestimated the value of government 
information to the government, and- 
failed to take account of other public 
needs, including those of State and local 
government, that are included in the 
value of information to the Federal 
Government. Because of other revisions 
to Section 7, OMB determined the 
statement was superfluous and deleted 
it. 

7c. A new statement has been 
inserted in response to many comments 
that the draft Circular failed to address 
the positive aspects of government 
information. The statement incorporates 
three of the purposes of the Paperwork 
Reduction Act (44 U.S.C. 3501). 

7d. Commentators on this statement 
objected to the application of cost- 
benefit analysis to government 
information activities. Many stated that 
the benefits of government information 
cannot be easily calculated and that 
such information holds more benefits 
than simply economic. Recalling that the 
statement is an assumption underlying 
policy, not itself a policy prescription, 
OMB notes that the statement does not 
preclude the existence of benefits other 
than economic (some of which are 
enumerated in statement 7b) nor does it 


+ 


_ necessarily presuppose that benefits can 


be easily calculated. The statement has 
been revised to incorporate by reference 


the purposes of the Paperwork | 
Reduction Act cited in the preceding 


. _ Statement. Ensuring that benefits exceed 


costs, jnsofar as ihese are calculable, is 
a means to minimizing burden and costs 
and maximizing usefulness. 

7e. Because many commentators 
misperceived the role accorded the 
private sector in the draft Circular, a 
new statement has been added that 


"summarizes the existing policy found in 


OMB Circular No. A-76, Performance of 
Commercial Activities, The import of the 


~ new statement is simply that policy 


stated in Circular No. A-76 is and 
consistently has been assumed to apply 
to the management of Federal « 
information resources. — 

7g. Several commentators believed * 
that this statement (formerly statement 
7f) did not sufficiently recognize the 
importance of public disclosure of 
government information. The statement 
has been revised to strengthen this 
point. 

One commentary focused on the fact 


* that this statement pertained to the 


management of Federal agency records 
rather than management of Federal 
information resources. Although the 


- Freedom of Information Act-and the 


Privacy Act pertain only to information 
in agency records, the statement has 
been broadened, as a basic assumption. 
to extend to.all information resources. 
The statement is not limited, either by 
intention or implication, to paper 
documents, but may also include 
electronic records. 

7h. The comments on this statement 
(formerly statement 7g) offered 
suggestions already provided for in 
statute or policy; for example, a 
distinction involving statistical uses of 
personal information. No changes were 
made to the statement. 

7j and 7k. These statements (formerly 
statements 7h and 7j) were revised to 
incorporate language suggested by 
commentators. 


Section 8. Policies 


a. Information Management. 

(1) and {2). Information Collection and 
Sharing. Many commentators believed 
that the formulation of 8a{1) in the draft 
Circular was too narrow and restrictive, 
that in fact the Circular would limit the 
collection of information by Federal 
agencies more than was intended by the 
Paperwork Reduction Act. Revised 
policy statement 8a(1) uses the 
expression “necessary for the proper 
performance of the functions of the 
agency,” which is taken directly from 
the language of the Act (44 U.S.C. 3504 
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(c)(2)), and introduces a requirement for 
practical utility, also taken-from same. 
section of the Act. Some commentators 
believed the language should be 
couched in even broader terms, such as 
information needed by society-or the 
general public. The intent of the Act, 
however, was to circumscribe, not to 
broaden, agency discretion to impose 
information collection and 
recordkeeping burdens on the public. ~ 

Commentators pointed out that many 
statutes condition the interagency or 
intergovernmental sharing of 
information by Federal agencies. 
Revised policy statement'8a(2) reflects. 
the existence of such conditions. Many 
also commented on the phiase “or 
through commercial sources” in this 
statement. The revision qualifies this 
phrase and Appendix IV provides 
further explanatory analysis of the 
policy. 

(3) through (6). Privacy Act and 
Freedom of Information Act. OMB 
revised statement 8a(3) to be consistent 
with statement 8a(1). Statements_ 
8a(4)(b) and 8a(5) have been amended to 
eliminate ambiguity identified by 
commentators. 

(8) through (12). Information 
Dissemination. Statements 8a(8) and 
8a(9) in the draft Circular received more 
comments than any other sections. First, 
as regards the policy that dissemination 
be either required by law or essential to 
agency missions, commentators 
believed these criteria were too negative 
and restrictive, and failed to emphasize 
the positive value of government 
information dissemination and the 
obligation of the government to inform 
the citizenry. OMB reformulated both 
the Circular and the analysis in 
Appendix IV to emphasize the 
government's obligations to disseminate 
information, and to conform more 
closely to the language and intent of the 
Paperwork Reduction Act. 

Second, commentators challenged the 


policy that agency information products 


or services should not duplicate similar 
products or services “that could 
reasonably be expected to be provided" 
by other agencies or the private sector 
“in the absence of agency 
dissemination.” This policy was 
believed to be vague and impossible to 
apply. OMB acknowledges that “could 
reasonably be expected” is an 
inadequate formulation and has 
accordingly revised the policy. 
However, the general stricture against 
duplicating products or services that are 
or would otherwise be provided by 
other government or private sector 
organizations has been retained because 
the criterion of non-duplication for 
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sobiiatininh information resources is 
clearly stated in the Act; if it is clear 
that an agency's dissemination would 
duplicate that of a private 

the same considerations apply. The 
analysis in Appendix IV has been 
expanded to clarify the meaning of this 
policy. 

Third, many commentators suggested 
that agencies provide adequate notice 
and opportunity for public comment 
before terminating information products 
and services. OMB believes this: 
suggestior has merit as applied to any 
significant termination, and has 
incorporated the idea im the revised 


policy and Appendix FV. With respect to: 


the non-duplicatior criterion, OMB 
added the provision that adequate 
notice should be provided before 
initiating new information products and 
services. This. provision will allow other 
agencies and private sector interests to: 
inform the initiating < if anew 
product or service will duplicate their 
product or service, and hence satisfies 
the intent of the draft Circular’s 
language. Further explanation of this 
policy is. also found in: Appendix IV. 

Fourth, commentators, questioned. the 
language in the draft Circular’s 
statement 8a(9)(a), requiring that 
agencies disseminate i 
products and services “in a manner that 
reasonably ensures the information will 
reach the members of the public the 
agency is responsible for reaching.” 
OMB has slightfy altered the language 
while providing a fuller explanation in 
Appendix IV. 

Fifth, commentators challenged the 
language itr the draft Circufar’s 
statement 8a(9)(b} that dissemination 
should be accomplished “in the manner 
most cost effective for the government, 
including placing maximum feasible 
reliance on the privatesector. . .” OMB 
has retained this language, but added a 
reference to OMB Circular Ne. A-76- 
which provides the context for the 
policy and conditions that address most 
points raised by commentators. For 
example, OMB Circular No: A-76 
distinguishes between functions that are 
inherently governmental in nature, and 
hence should be performed by 
government employees, and functions 
that are commercial in nature and may 
be performed by the private sector. 
Again, Appendix I¥ contains additional 
discussion of the role of the private 
sector in disseminating government 
information products and services. 

Sixth, commentators criticized. the 
reference te user charges. in the draft 
Circular’s. statement 8a{9)}{c).. OMB has. 
retained the draft Circular’s language, 
because.OMB Circular. Ne. A-25 already 
takes account of objections raised. For 


procurement 
, technology, and that other 


auanale some pointed out that the 


.costs of assessing user‘charges can be 


greater than the revenues yielded from 
the charges; Circular No. A-25 provides 
for this contingency. Also, 
commentators failed to note that this 
policy statement requires user charges 
only for costs of dissemination of 
government information, not for 
creation, collection, processing, and 
transmission of the information. User 
charges also are more fully discussed in 
Appendix IV. 

Seventh, in response to comments 
OMB added new language requiring that 
agencies establish procedures for 
ensuring compliance with 44 U.S.C. 1902 
concerning Federal depository libraries. 
Many commentators referenced the 
Federal depository library program as 
an pera | institutional mechanism for — 
ensuring that much government 
information is disseminated to arid 
actually reaches the general public. 
They believed the Circular should 

strengthen the depository library —_ 
systenn Because OMB agreed with the 
comments, and since the law provides 
that government publications be made 
available to the depository libraries, 
OMB accepted this recommendation; the 
Circular requires agencies to make 
government publications available to 
the depositery library system, and 
— FV elaborates this point. 

b.. Information Systems and 

Information Technology Management. 

(1) through (3): One commentator 
recommended that these: policies be 


' expanded to: include @ requirement that 


agencies document a 10 percent return 
on information: technology investments. 
OMB rejected: this re¢commendation as 
being too specific for inclusion in a 
general policy statement. 

(4) and (5). Severak commentators 
recommended that these statements also 
include provision for cost effectiveness 
and meeting specific agency needs. 
OMB revised the policy to reflect this 
recommendation and also expanded on 
the point in Appendix IV. 

(6}and (7). Commentators noted that 
the desirability of competition is 
sometimes conditioned by the fact that 
competitive processes unnecessarily 
slow down of information 


such as the need: for compatibility; may 
legitimately limit competitive processes. 
OMB recognizes the validity of these 
points but believes they may be taken: 
into aceeunt without altering the policy 
statements. 


(8). Commentators. peinted oat that 


agencies. have some legitimate-needs for - 


customized software, and that. » 
acquisition of off-the-shelf software: 
carries its own-risks, such as uncertainty 
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over continued maintenance. OMB 
believes that these quite meritorious 
considerations do not invalidate the 
policy statement as it stands. 

(9). Several commentators said that 
the term “interconnectivity” has specific 
and limited meaning in 
telecommunications, and that 
“necessary compatibility” would better 
convey the meaning intended. OMB 
revised the policy to reflect these 
comments and expanded on the point in 
Appendix FV. 

(14). Commentators recommended 
that the background materials for this 
policy statement’ be strengthened to 
stress the positive values of standards 
and that national security directives be 
referenced. OMB revised Appendix [V 
to reffect this recommendation and the 
fact that the General Services 
Administration issues Federal 
Telecommunications Standards. 

(15). Several agencies commented that 
what may be cost effective for 
individual program managers may not 
be cost effective for the agency as a 
whole and that the policy as drafted 
places the burden of proof on the agency 
rather than the program manager. OMB 
recognizes the potential conflict 
between. agency and program cost 
effectiveness but believes the burden: of 
proof belengs with the agency to 
demonstrate that its arrangements for 
information technology facilities and 
services are the most cost effective for 
agency programs. 

One commentator recommended thet 
agency information technology facilities 
be permitted. to charge users market 
rates rather than cost recovery, because 
cost recovery will net be competitive 
with market rates. OMB’s view is that; if 
cost recovery is not competitive with 
market rates, this is prima facie 
evidence that agency information: 
technology facility arrangements are not 
cost effective, and that program 
managers should be freed: from 
mandatory use of such arrangements. 

(16). Agencies commented that cost 
recovery systems may be expensive and 
should not be required where there is no 
clear benefit to'such systems. OMB 
recognizes this problem and has revised 
Appendix IT, but not the policy 
statement, to cover this contingency. 


Section. 9.. Assignment of 
Responsibilities 

Some: commentators on this section 
objected to:a perceived concentration in 
OMB of decisionnraking power over 
Federal information resources, believing 


: that the Circular placés program: 


decisions: i OMB's hands. OMB rictes 


‘first that the Paperwork Reduction Act 
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requires the director of OMB to develop 
and implement Federal information 
policies, principles, standards, and 
guidelines (44 U.S.C. 3504). Second, the 
Circular states, and Appendix IV 
emphasizes, that program 
decisionmaking for Federal information 
resources belongs with the heads of 
agencies, operating within the policy 
framework set forth by OMB. 

Several commentafors recommended 
that this section include a statement 
concerning the Federal depository 
libraries. OMB believes the addition of 
statement 8a(12)(b) regarding the 
depository libraries covers this 
recommendation. Also, OMB did not 
accept a commentator's 
recommendation that certain 
responsibilities be assigned to Federal 
libraries; such libraries are subunits of 
agencies and the Circular assigns 
responsibilities only at'the agency level. 

Several commentators recommended 
that OMB assign responsibility for the 
Office of Personnel Management to 
develop and implement occupational 
and position standards for information 
resources managers. OMB does not 
believe management of Federal 
information resources requires 
establishing new job titles and series. 
Furthermore, such establishment would 
require legislation and could not be 
legally accomplished through an OMB 
Circular. 

Several Federal agencies requested 
that: various statements assigning > 
responsibilities be revised to include 
reference to their statutory or regulatory 
responsibilities. OMB reviewed these 
requests and determined that revisions 
were unnecessary. The Circular 
presupposes the existence-of, and 
compliance with, other applicable laws 
and regulations. 

a(6). In response to.comments OMB 
revised this statement more accurately 
to.reflect agency responsibilities for 
Federal records management. 

a(9). OMB inserted a reference to 
convey that the “senior official” is 
identical to the provision of 44 U.S.C. 
3506(b). 

b(1). At the suggestion of a 
commentator, OMB substituted 
“information resources management 
policy” for “information policy” because 
the latter term is not defined or used 
elsewhere in the Circular. 

e(4). One commentator noted that 
assigning GSA responsibility for 
providing guidelines and regulations on 
the use of information technology 
contravenes-the Brooks Act (40 U.S.C. 
759(g)}. OMB revised the statement to 
reflect this point. 

h(12).-OMB revised the statement in 
the same manner as statement 9b(1). 


Appendix I - 


Several commentators expressed 
concern that promulgation of the 
appendix would rescind the OMB 
“Guidelines on Implementing the 
Privacy Act,” and other suggested 
combining the appendix with all 
guidance OMB has issued on the Act. 
OMB did not intend to replace existing 
guidance with the appendix. The 
appendix replaces only the procedural 
requirements contained in OMB Circular 
No. A-108. All other guidance remains 
in force, and OMB has revised the 
appendix to make that clear.OMB 
declined to follow the suggestion that 
the appendix and other guidance be 
combined, because the purposes of each 
issuance are different.” 

Other commentators pointed out 
inconsistencies in the timing of various 
reviews required by the’Circular's 
different appendices; suggested. - 
clarifying by examples what constitutes 
a “minor change to a system. of records’’; 
suggested changing the timing of the 
review-of section (m) contracts to more 
frequently than every five years, since 
review is conducted on.a random 
sample basis and should not prove 
overly burdensome; and suggested that 
the first triennial review of routine uses 
be commenced immediately upon 
issuance of the Circular. OMB revised 
the appendix to reflect these comments. 
OMB revised the appendix to reflect 
these comments. OMB added a 
requirement for an-annual review of all 
systems notices; added certain-data 
collection requirements for the-annual 
report pursuant to section (p); and 
dropped a requirement for the Office of 
the Federal Register to provide OMB 
with a consolidated list of changes to 
agencies’ systems of records: 


Appendix II 


Several.commentators expressed 
concern about the cost effectiveness of - 
requiring detailed accounting and 
chargeback for use of relatively small 
information technology facilities. OMB 
agreed with these comments. The intent 
of Appendix II is to encourage cost 
effective behavior in the management of 
Federal information technology 
resources. In revising the Appendix 
OMB raised the threshold so that.the 
Appendix applies only to facilities 
having obligations in excess of $3 
million per year. 

A number of commentators pointed 
out that the Appendix does not-allow 
facilities to justify resource requests 
based upon sharing, except-in unusual 
circumstances. OMB revised the 
Appendix to clarify that this restriction 
is included becatise the normal:practice 
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is for users of a facility to include 
resource requests for the amount of 
technology use in their budget and 
appropriation requests.. 

Several commentators believed that 
requiring full costs to be recovered from 
all users within an agency would not be 
cost effective. OMB disagreed with this 
viewpoint and retained the draft 
Circular’s formulation. Viable 
management of a large information 
technology facility requires that 
managers know the amount of resources 
devoted to each user when providing 
services. Furthermore, effective 
management of the use of information. 
technology requires that the user have 
responsibility for and control over the 
resources consumed by use of the 
facility. 

Finally, a'‘number of commentators 
questioned the advisability. of giving 
users of significant new applications 
primaty responsibility for selecting 
which facility will support the 
applications. OMB:disagreed and 
retained the draft Circular's formulation. 
When users are dependent on effective 
technology support to perform their 
function, control over selection of 
facility is essential and consistent with 
holding users responsible for producing 
their government information products. 


Appendix HI 


Several commentators asked for 
clarification of the relationship between 
Appendix III and OMB Circular No, A- 
123. The Appendix itself relates certain 
of its requirements to requirements in 
Circular No. A-123 (e.g., annual 
reporting of security weaknesses as 
material weaknesses, and a separate 
assurance of the security of agency 
automated information systems in the 
annual internal control report required 
by Circular No, A-123). Beyond these 
specific requirements, application 
controls specified in the Appendix 
should be verified in vulnerability 
assessments and internal control 
reviews of the functional area supported 
by the application. Installation controls 


- specified in the Appendix should be 


reviewed as one of the generic controls 
of an information technology unit itself. 
Several commentators asked how the 
Circular relates te OMB'Circular No. A- 
127, Financial ‘Management.Systems:. '' 
The evaluation and reporting ° 
requirements for the systems integrity 
objective contained in‘ OMB Circular No. 
A-127 may be met by fulfilling the 
evaluation and reporting requirements 
contained in Appendix Il to this 
Circular and in OMB Circular No. A-- 


‘123. 
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Several commentators also expressed 
confusion about the relation between 
Appendix III and security of national 
security information. OMB revised. - 
Appendix III to clarify that the 
Appendix provides a minimal set of 
requirements for the security of Federal 
automated information systems; 
required agencies to also incorporate 
additional requirements for security of 
information classified for national 
security. purposes; and clarified central 
agency responsibilities related to 
national security information. 

Several commentators suggested that 
Appendix Ill use the term “information 
technology facility” for consistency with 
the Circular and Appendix II. The term 
“information technology installation,” as 
used in Appendix III, includes 
information technology facilities as well 
as small localized processing 
capabilities. OMB retained the term 
“information technology installation” in 
order to emphasize the importance of 
assuring adequate security of such 
smaller systems as well as of larger 
facilities. OMB expects that 
management processes for assuring a 
proper level of security at small 
installations will be less detailed and. 
resource intensive than at larger 

’ facilities. 

_ Several commentators expressed - 
concern that personnel: security . 
responsibilities i in the Appendix focused 

. only on screening employees. They 
pointed out that other personnel 
activities, such as separation of duties 
and actions relating to employees 
leaving an agency, may be more cost 
effective security measures. OMB 
agreed with these comments and 
clarified the language concerning agency 
personnel programs so as not to limit 
agency personnel programs to 
employment screening of personnel, 
while still requiring employment 
screening as one tool in agency security 
programs. ; 


Circular No. A-130 


To the Heads of Executive Departments 
and Establishments: — 


December 12, 1985. 


Subject! Management of Federal 
Information Resources 

1. Purpose;-This Circular establishes 
policy for the management of Federal 
information resources. Procedural and 
analytic guidelines for implementing 
specific aspects of these policies are 
included as appendices. 

2. Rescissions: This Circular rescinds 
OMB Circulars No. A-71, A-90, A-108, 
and A-121, and all Transmittal 
Memoranda to those circulars. 


3. Authorities: This Circular is issued 
pursuant to the Paperwork Reduction 
Act of 1980 (44 U.S.C. 35); the Privacy 
Act of 1974 (5 U.S.C. 552a), sections 111 
and 206 of the Federal Property and 
Administrative Services Act of 1949 as 
amended (40 U.S.C. 759 and 487, 
respectively), the Budget and 
Accounting Act of 1921 as amended (31 
U.S.C. 11), Executive Order No. 12046 of 


March 27, 1978, and Executive Order No. 


12472 of April 3, 1984. 

4. Applicability and Scope: 

a. The policies.in this Circular apply 
to the information activities of all 
agencies of the executive branch of the 
Federal Government. 

b. Information classified for national 
security purposes should also be 
handled in accordance with the 
appropriate national security directives. 
National security emergency 
preparedness activities should be 
conducted in accordance with Executive 
Order No. 12472. 

5. Background: The Paperwork 
Reduction Act establishes a broad 
mandate for agencies to perform their 
information management activities in an 
efficient, effective, and economical 
manner. To assist agencies in an 
integrated approach to information 
resources management, the Act requires 
that the Director of the Office of 
Management and Budget (OMB) develop 
and implement tniform and consistent 
information resources management 
policies; oversee the development and 
promote the use of information 
management principles, standards, and 
guidelines; evaluate agency information 
management practices in order to 
determine their adequacy and 
efficiency; and determine compliance of 
such practices with the policies, 
principles, standards, and guidelines 
promulgated by the Director. 

6. Definitions: As used in this 
Circular— 

a. The term “agency” means any 
executive department, military 
department, government corporation, 
government controlled corporation, or 
other establishment in the executive 
branch of the government, or any . 
independent regulatory agency. Within 
the Executive Office of the President, 
the term includes only the Office of 
Management and Budget and the Office 
of Administration. 

b. The term “information” means any 
communication or reception of 
knowledge such as facts, data, or 
opinions, including numerical, graphic, 
or narrative forms, whether, oral or 
maintained in any medium, including 
computerized data bases, paper, 
microform, or magnetic tape. 
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c. The term “government information” 
means information created, collected, 
processed, transmitted, disseminated, 
used, stored, or disposed of by the 
Federal Government. 

d. The term “information system” 
means the organized collection, 
processing, transmission, and 
dissemination of information in 
accordance with defined procedures, 
whether automated or manual. 

e. The term “major information 
system” means an information system 
that requires special continuing 
management attention because of its 
importance to an agency mission; its 
high development, operating or 
maintenance costs; or its significant 
impact on the administration of agency 
programs, finances, property, or other 
resources, 

f. The term “access to information” 
refers to the function of providing to 
members of the public, upon their 
request, the government information to 
which they are entitled under law. 

g. The term “dissemination of 
information” refers to the function of 
distributing government information to 
the public, whether through printed 
documents, or electronic or other media. 
“Dissemination of information” does not 
include intra-agency use of information, 
interagency sharing of information, or 
responding to requests for “access to 
information.” 

h. The term “information technology” 
means the hardware and software used 
in connection with government 
information, regardless of the 
technology involved, whether 
computers, telecommunications, 
micrographics, or others. For the 
purposes of this Circular, automatic data 
processing and telecommunications 
activities related to certain critical 
national security missions, as defined in 
44 U:S.C. 3502(2) and 10 U.S.C. 2315, are 
excluded. 

i. The term “information technology 
facility” means.an organizationally 
defined set of personnel, hardware, 
software, andghysical facilities, a 
primary function of which is the 
operation of information technology. 

j. The term “information, resources 
management” means the planning, 
budget, organizing, directing, training, 
and control associated with government 
information. The term encompasses both 
information itself and the related 
resources, such.as personnel; equipment, 
funds, and technology. 

k. The term “government publication” 
means informational matter which is 
published as an individual document at 
government expense, or.as required by 
law. 





Other definitions specificto the - . 
subjects of the appendices appear in the 
‘appendices. 

_7. Basic Considerations and 
Assumptions: 

a. The Federal Government is the 
largest single producer, consumer, and 
disseminator of information in the 
United States. Because of the size of the 
government's information activities, the 
dependence of government information 
activities upon the public’s cooperation, 
and the value of government information 
to the entire Nation, the management of 
Federal information resources is an 
issue of continuing importance to the 
public and to the government itself. 

b. Government information is a 
valuable national resource. It provides 
citizens with knowledge of their 
government, society, and economy— 
past, present, and future; is a means to - 
ensure the accountability of government; 
is vital to the healthy performance of the 
economy; is an essential tool for 
managing the government's operations; 
and is itself a commodity often with 
economic value in the marketplace. 

c. The free flow of information from 
the government to its citizens and vice 
versa is essential to a democratic 
society. It is also essential that the 
government minimize the Federal 
paperwork burden on the public, 
minimize the cost of its information 
activities, the maximize the usefulness 
of government information. 

d. In order to minimize the cost and 
maximize the usefulness of government 
information activities, the expected 
public and. private benefits derived from 
government information, insofar as they 
are calculable, should exceed the public 
and private costs of the information. 

e. Although certain functions are 
inherently governmental in nature, being 
80 intimately related to the public 
interest as to mandate performance by 
Federal employees, the government 
should look first to private sources, 
where available, to provide the 
commercial goods and services needed 
by the government to act en the public's 
behalf, particularly when cost 
comparisons indicate that private 
performance will be the most 
economical. 

f. The use of up-to-date information 
technology offers opportunities to 
improve the management of government 
programs, and access to, and 
dissemination of, government 
information. 

g. Because the public disclosure of 
government information is essential to 
the operation of a democracy, the 
public's right te access te government 
information must be protected in the 


ae of Federal information 


ie The . The individual's — to privacy: 
must be. protected in Federal 
Government information activities 
involving personal information. 

i. The open and efficient exchange of 
government scientific and technical 
information, subject to applicable 
national security controls and 
proprietary rights others may have in- 


‘ such information, fosters excellence in 


scientific research and the effective use 
of Federal research and development 
funds. 

j. The value of preserving government 
records is a function of the degree to 
which preservation protects the legal 
and financial rights of the government or 
its citizens, and provides an official . 
record of Federal agency activities for 
agency management, public 
accountability, and historical purposes. 

k. Federal Government information 
resources management policies and 
activities can affect, and be affected by, 
the information policies ws activities of 
other nations. 

8. Policies: ‘ 

a. Information Management. Agencies 
shall: 

(1) Create or collect only that 
informtion necessary for the proper 
performance of agency functions and 
that has practical utility, and only after 
planning for its processing, 
transmission, dissemination, use, 
storage, and disposition; 

(2) Seek to satisfy new information 
needs through legally authorized 
interagency or intergovernmental 
sharing of information, or through 
commercial sources, where appropriate, 
before creating or collecting new 
information; 

(3) Limit the collection of individually 
indentifiable information and 
proprietary information to that which i is 
legally authorized and necessary for the 
proper performance of agency functions; 

(4) Maintain and protect individually 
identifiable information and proprietary 
information in a manner that precludes: 

(a) Unwarranted intrusion upon 
personal privacy (see Appendix J); and 

(b) Violation of confidentiality; 

(5) Provide individuals with access to, 
and the ability to amend errors in, 
systems of records, consistent with the 
Privacy Act; 

(6) Provide public access _ 
government information, consistent with 
the Freedom of Information Act; 

(7) Ensure that agency personnel are - 
trained to safeguard information 
resources; - 

(8) Disseminate inforniation, as 
required by law, describing agency 
organization, activities, programs, 
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meetings, systems of records, and other 
information holdings, and how the 
public may gain access to agency 
information resources; 

(9) Disseminate such information 
products and services as are: 

(a) Specifically required by law; or 

(b) Necessary for the proper 
performance of agency functions, 
provided that the latter do not duplicate 
similar products or services that are or 
would otherwise be provided by other 
government or private sector 
organizations; 

(10) Disseminate significant new, or 
terminate significant existing, 
information products and services only 
after providing adequate notice to the 
public; 

(11) Disseminate such government 
information products and services: 

(a) In a manner that ensures that 
members of the public whom the agency 
has an obligation to reach have a 
reasonable ability to acquire the 
information; 

(b) In the manner most cost effective 
for the government, including placing 
maximum feasible reliance on the 
private sector for the dissemination of 
the products or services in accordance 
with OMB Circular No. A-76; and 

(c) So as to recover costs of 
disseminating the products or services 
through user charges, where 
appropriate, in accordance with OMB 
Circular No. A-25; 

(12) Establish procedures for: 

fa) Reviewing periodically the - 
continued need for and manner of 
dissemination of the agency’s 
information-products or services; and. 

(b) Ensuring-that government 
publications are made available to 
depository libraries as required by law. 

b. Information Systems and 
Information Technology Management. 
Agencies shall: 

(1) Establish multiyear strategic 
planning processes for acquiring and 
operating information technology that 
meet program and mission needs, reflect 

t constraints, and form the bases 
for their budget requests; 

(2) Establish systems of management 
control that document the requirements 
that each major information system is 
intended to serve; and provide for 
periodic review of those requirements 
over the life of the system in order to 
determine whether the requirements 
continue to exist and the system 
continues to meet the purposes for 
which it was developed; 

(3) Make the official whose program 
an information system supports 
responsible and accountable for the 
products of that-system: 
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(4) Meeting information processing 
needs through interagency sharing and 


from commercial sources, when it is cost. 


effective, before acquiring new — 
information. processing capacity; 

(5) Share available information 
processing capacity with other agencies 
to the extent practicable and legally 
permissible; 


(6) Acquire information technology in: : 


a competitive manner that minimizes 
total life cycle costs; 

(7) Ensure that existing and planried ‘ 
major information systems do not 
unnecessarily duplicate information 
systems available from other agencies 
or from the private sector; 

(8) Acquire off-the-shelf software from 
commercial sources, unless the cost 
effectiveness of developing custom 
software is clear and has been 
documented; . 

(9) Acquire or develop information 
systems in a manner that facilitates 
necessary compatibility;. 

(10) Assure:that information systems 
operate effectively and accurately; 

(11) Establish a level-of security for all 
agency information systems 
commensurate with the sensitivity of the 
information and the risk and magnitude. 
of loss or harm that could result from 
improper operation of the information 
systems (See Appendix III); 

(12) Assure that only authorized 
personnel have access to information 
systems; 

(13) Plan to provide information 
systems with reasonable continuity of 
support should their normal operations 
be disrupted in an emergency; — 

(14) Use Federal Information 
Processing and Telecommunications 
Standards except where it can be 
demonstrated that the costs of using a 
standard exceed the benefits or the 
standard will impede the agency in 
accomplishing its mission; © 

(15) Not require program managers to 
use specific information technology 
facilities or services unless it is clear 
and is convincingly documented, subject 

‘to periodic review, that such use is the | 
most cost effective method for meeting 
program requirements; 

(16) Account for the full costs of 
operating information technology 
facilities and recover such costs from 
government users as provided in. 
Appendix II; 

(17) Not prescribe Federal information 
system requirements that unduly restrict 
the prerogatives of heads of State and 
local government units; 

_ (18) Seek opportunities. to improve the. 
operation of | government programs or to 
realize savings for the government and 

the public through the application of up- 


to-date information technology to 
government information activities. 

9. Assignment of Responsibilities: 

a. All Federal Agencies. The head of 
each agency shall: 

(1) Have primary responsibility for 
managing agency information resources; 

(2) Ensure that the information 
policies, principles, standards, 
guidelines, rules, and regulations 
prescribed by OMB are implemented 


. appropriately within the agency; \ 


(3) Develop internal agency 
information policies and procedures and 
oversee, evaluate, and otherwise 
periodically review agency information 
resources management activities for 
conformity with the policies set forth in 
this Circular; 

(4) Develop agency. policies and 
procedures that provide for timely 
acquisition of required information 
technology; 

(5) Maintain an inventory of the 
agencies’ major information systems 
and information dissemination . 
programs; 

(6) Create, maintain, and dispose ofa 
record of agency activities in 
accordance with the Federal Records 
Act of 1950, as amended; 

(7) Identify to the Director, OMB | . 
statutory, regulatory, and other 
impediments to efficient-management of 
Federal information resources and 
recommend to the Director legislation, 
policies, procedures, and other guidance 

to improve such management; 

(8) Assist OMB in the performance of 
its functions under the Paperwork 
Reduction Act, including making 
services, personnel, and facilities 


available to OMB for this purpose to the 


extent practicable; 
(9) Appoint a senior official, as 
required by. 44 U.S.C. 3506(b), who shall 


_ report directly to the agency head, to 


carry out the responsibilities of the 
agency under the Paperwork Reduction 
Act. The head of the agency shall keep 
the Director, OMB, advised as to the 
name, title, authority, responsibilities, 
and organizational resources of the 
senior official. For purposes of this. . 
paragraph military departments and the 
Office of the Secretary of Defense may 
each appoint one official. 

b. Department of State. The Secretary 
of State shall: 

(1) Advise the Director, OMB, onthe 
development of United States positions 
and policies on international 
information policy issues affecting 
Federal Government information 
activities and.ensure that such positions 
and policies are consistent with Federal 


_ information resources management 


policy; , 
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(2) Ensure, in consultation with the 
Secretary of Commerce, that the United 
States is represented in the development 
of international information technology 
standards, and advise the Director, 
OMB, of such activities. 

c. Department of Commerce. The 
Secretary af Commerce shall: 

-(1) Develop and issue Federal} 
Information Processing Standards and 
guidelines necessary to ensure the 
efficient and effective acquisition, 
management, security, and use of 
information technology; 

(2) Advise the Director, OMB, on the 
development of policies relating to the 
procurement and management of 
Federal telecommunications resources; 

(3) Provide OMB and the agencies 
with scientific and technical advisory 
services relating to the development and 
use of information technology; 

(4) Conduct studies and evaluations 
concerning telecommunications 
technology, and concerning the 
improvement, expansion, testing, 


: operation, and use of Federal 


telecommunications systems and advise 
the Director, OMB, and appropriate 
agencies of the recommendations that 
result from such studies; 

(5) Develop, in consultation with the 
Secretary of State and the Director, 
OMB, plans, policies, and programs 
relating to international 
telecommunications issues affecting 
government information activities; 

(6) Identify needs for standardization 
of telecommunications and information 
processing technology, and develop 
standards, in consultation with the 
Secretary of Defense and the 
Administrator of General Servcies, to 
ensure efficient application of such 
technology; 

(7) Ensure that the Federal 
Government is represented in the 
development of national and, in 
consultation with the Secretary.of State, 
international information technology 
standards, and advise the Director, 
OMB, of such activities. 

d. Department of Defense. The 


‘Secretary of Defense shall develop, in 


consultation with the Administrator of 


~ General Services, uniform Federal 


telecommunications standards and 
guidelines to ensure national security, 
emergency preparedness, and continuity 
of government. 

e. General Services Administration. 
The Administrator of General Services 
shall: 

(1) Advise the Director, OMB, and 
agency heads on matters affecting the 
procurement of information technology; 

(2) Coordinate and, when required; 


_ provide for the purchase, lease, and 





maintenance of information technology 

{3) Develop criteria for timely 
procurement of information 
and delegate procurement authority to 
agencies that comply with the criteria; 

(4) Provide guidelines and regulations 
for Federal agencies, as authorized by 
law, on the acquisition, maintenance, 
— disposition of information 
techn ; 

(5) Develop policies and guidelines 
that facilitate the sharing of information 
technology among agencies as requried 
by this Circular; 

(6) Review agencies’ information 
resources management activities to meet 
the objectives of the triennial reviews 
required by the Paperwork Reduction 
Act and report the results to the 
Director, OMB; 

(7) Manage the Automatic Data 
Processing Fund and the Federal 
Telecommunications Fund in 
‘accordance with the Federal Property 
and Administrative Services Act, as 
amended; 

(8) Establish procedures for approval, 
implementation, and dissemination of 
Federal telecommunications standards 
and guidelines and for implementation 
of Federal Information Processing 
Standards. 

f. Office of Personnel Management. 
The Directer, Office of Personnel 
Management, shall: 

(1) Develop and conduct training 
programs for Federal personnel on 
information resources management, 
including end user computing; 

(2) Evaluate periodically future 
personnel management and staffing 
requirements for Federal information 
resources management; 

(3) Establish personnel security 
policies and develop training programs 
for Federal personne! associated with 
the disgn, operation, or maintenance of 
information systems. 

g. National Archives and Records 
Administration. The Archivist of the 
United States shall: 

(1) Administer the Federal records 
management in accordance 
with the National Archives and Records 
Act; 

(2) Assist the Director, OMB, in 
developing standards and guidelines 
relating to the records management 

am. 

h. Office of Management and Budget. 
The Director of the Office of 
Management and Budget shali: 

(1) Provide overall leadership and 
coordination of Federal information 
resources Management within the 
executive branch; 

(2) Serve as the President's principal 
adviser on procurement and 


needs of the Federal government; 
. informa 


management:of Federal 
telecommunications systems, and 
develop and establish policies for 
procurement and management of such 
systems; 

(3) issue policies, procedures, and 

to assist agencies in 
achieving integrated, effective, and 
efficient information resources 
management; 

(4) Initiate and review proposals for 
changes in legislation, , and 
agency procedures to improve Federal 

tion resources management; 

(5) Review and approve or disapprove 
agency proposals for collection of 
information from the public, as defined 
in 5 CFR 1320.7; 

(6) Develop and publish annually, in 
consultation with the Administrator of 
General Services, a five-year plan for 
meeting the information technology 


(7) Evaluate agencies’ tion 
resources management and identify 
cross-cutting information policy issues 
through the review of agency 
information programs, information 
collection budgets, information 
technology acquisition plans, fiscal 
budgets, and by other means; 

(8) Provide policy oversight for the 
Federal records management function 
conducted by the National Archives and 
Records Administration and coordinate 
records management policies and 
programs with other information 
activities; 

(9) Review, with the advice and 
assistance of the Administrator of 
General Services, selected agencies’ 
information resources management 
activities to meet the objectives of the 
triennial reviews required by the 
Paperwork Reduction Act; 

(10) Review agencies’ policies, 
practices, and programs pertaining to 
the security, protection, sharing, and 
disclosure of information, in order to 
ensure compliance with the Privacy Act 
and related statutes; 

(11) Resolve information technology 
procurement disputes between agencies 
and the General Services 
Administration pursuant to Section 111 
of the Federal Property and 
Administrative Services Act; 

(12) Review proposed US. 
government position and policy 
statements on international issues 
affecting Federal Government 
information activities and advise the 
Secretary of State as to their 
consistency with Federal information 
resources management policy. 

10. Oversight. the Director, OMB, will 
use information technology planning 
reviews, fiscal reviews, 
information collection budget reviews, 
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management reviews, GSA reviews of 

agency information resources 

management activities, and such other 
measures as he deems necessary to 
evaluate the adequacy and efficiency of 
each agency's information resources 
management and compliance with this 

Circular. 

11. Effective Date. This Circular is 
effective upon publication (December 
12, 1985). 

12. Inquiries. All questions or 
inquiries should be addressed to Office 
of Information and Regulatory Affairs, 
Office of Management and Budget, 
Washington, D.C. 20503. Telephone: 
(202) 395-3287. 

13. Sunset Review Date. This Circular 
shall have an independent policy review 
to ascertain its effectiveness three years 
from the date of issuance. 

James C. Miller IU, 

Director. - 

Appendix I: Federal Agency Responsibilities 
for Maintaining Reconds about 
Individuals 

Appendix Tf: Cost Accounting, Cost Recovery, 
and Interagency Sharing of Information 
Technology Facilities 

Appendix Ill: Security of Federal Automated 
Information Systems 

Appendix IV: Analysis of Key Sections 

Darrell A. johnson, 

Assistant Director for Administration. 


Appendix I to OMB Circular Ne. A- 
130—Federal Agency Responsibilities 
for Maintaining Records About 
Individuals 

1. Purpose and Scope. : 

This Appendix describes agency 
responsibilities for implementing the 
Privacy Act of 1974, 5 U.S.C. 552a as 
amended {hereinafter “the Act’). It 
applies to all agencies subject to the 
Act. The Appendix constitutes a 
revision to procedures formerly 
contained in OMB Circular No. A—108, 
now rescinded. Note that this Appendix 
does not rescind other guidance OMB 
has issued to help agencies interpret the 
Privacy Act's provisions, e.g., Privacy 
Act Guidelines (40 FR 28949-28978, July 
9, 1975), or Guidance for Conducting 
Matching Programs {47 FR 21656-21658, 
May 19, 1982}. 

2. Definitions. 

a. The terms “agency,” “individual,” 

“maintain,” “record,” “ system of 
records,” and “routine use,” as used in 
this Appendix, are defined in the Act (5 
US. 552a{a}). The definition of 
“agency” in the Act differs somewhat 
from the definition in the Circular. 

b. The term “minor change to a system 
of records” means a change that does 
not significantly change the system; that 
is, does not affect the character or 
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purpose of the systent and does not 
affect the ability of an individual to gain 
access. tovhis. or her record or to: any 
information pertaining to him.or her 
which is: contained. in the system; e.g... 
changing the title of the system 


3. Assignment of Responsibilities. 

a. All Federal Agencies. In addition. to. 
meeting the agency requirements. 
contained in the Act, and the specific 
reporting requirements detailed in this 
Appendix, the head of each agency shall. 
ensure that the following reviews are 
conducted as often as specified below, 
and be prepared to report to the 
Director, OMB, the results of such 
reviews and the corrective action taken 
to resolve problems uncovered. The 
head’ of each agency shall: 

(1) Section (m) Contracts. Review 
every two years a random sample of 
agency contracts that provide. for the. 
maintenance of a system of records on 
behalf of the agency to accomplish an 
agency function, im order to ensure that 
the wording of each contract makes the 
provisions of the Act apply. (5-U.S.C. 
552a(m)(1))} 

(2} Recordkeeping Practices: Review 
annually agency recordkeeping and’ 
disposal policies and practices im order 
to assure compliance with the Act. 

(3) Routine Use Disclosures. Review. 
every three years the routine use 
disclosures associated with each system. 
of records in order to ensure that the 
recipient's use of such:records continues 
to be: compatible with the purpese for 
which the disclosing agency originally 
collected the information. The first such: 
review should commence:immediately — 
upor the issuance of this: Appendix. 

(4) Exemption of Systems of Records:. 
Review every three years each system 
of records. for which the: agency has: 
promulgated exemption: rules: pursuant. 
to Section (j) or (k)} of the Privacy Act in 
order to determine whether such 
exemption is still needed. 

(5) Matching Programs. Review 
annually each ongoing matching. . 
program in which the: agency has 
participated during the year, either asa 
source. or as a. matching agency, in order. 
to ensure that the requirements of the. 
Act, the OMB Matching Guidelines, and 
the OMB'Model Control System.and 
Checklist have been met. 

(6) Privacy Act Training. Review 
annually agency training practices in 
order to-ensure that all agency 
personne! are familiar with the 
requirements of the Act, with the 
agency’s implementing regulation, and’ 
with any special requirements: that their 
specific:jobs entail. 

(2) Violations. Review annually the 
actions.of agency personnel that have 


resulted either in the agency being found: 
civilly liable under Section: (g}: of the 

Act, or an:employee being found: 
comings: liable-under the provisions of 

Section (i) of the Act, in order to 
determine the: extent of the problem and 
to find: the: most effective way to prevent 
recurrences of the problem. 

(8) Systems of Reconts Notices. 
Review. annually each system of records 
notice to ensure that it accurately 
describes the system. Where minor 
changes are needed, ensure. that an 
amended. notice is: published in: the 
Federal: Register.. Agencies may choose. 
to make one: annual comprehensive 
publication consolidating such minor 
changes. This requirement is 
distinguished: from: and in. addition: to.the 
requirement.to:report.to. OMB: and the 
Congress major changes to systems: of 
records and: to publish those changes in 
the Federal Register (see: paragraph 4b 
of this Appendix); 

b. Department of Commerce.. The 
Secretary of Commerce shall, consistent 
with guidelines issued. by the Director, 
OMB, develop and issue standards and 
guidelines for assuring, the security of 
information protected by the Privacy 
Act in automated. information systems. 

c. General Services. Administration. 
The Administrator of General Services - 
shall, consistent with guidelines issued 
by the Director, OMB, issue instructions 
on what agencies must do in order to. 
comply with the requirements of Section 
(m) of the Act when contracting for the 
operation of a system of records to 
accomplish an agency purpose. 

d. Office of Personnel Management. 
The Director of the Office of Personnel! 
Management shall, consistent with 
guidelines issued by the Director, OMB: 

(1} Develop and' maintain government- 
wide standards and procedures for 
civilian personnel information 
processing and recordkeeping directives 
to assure conformance with the Act. 

(2): Develop.and conduct training 
programs for agency personnel, 
including both the conduct of courses'in 
various substantive areas (e.g., legal, 
administrative, ation technology): 
and the development of materials that 
agencies can use in their own courses. 
The assignment of this: responsibility to 
OPM does:not affect the responsibility: 
of imdividual agency heads for 
developing and conducting training 
programs tailored to the specific needs 
of their own: personnel. 

e. National Archives and Records 
Administration; The Archivist of the 
United States shall, consistent with 
guidelines issued by the Director,.OMB: 

(1) Issue instructions on the format of 
the Agency notices and rules required to 
be published under the Act. 
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(2): Compile and publish annually the 
rules: promulgated under 5-U.S.C. 552a(f) 
and agency notices published under 5 
U.S.C, 552afe}(4) in a form available to 
the public. 

(3} Issue procedures governing the 
transfer or records: to-Federal' Records 
Centers far storage, processing, and’ 
servicing pursuant to-44 U.S.C. 3103. For 
purposes of the Act, such records are 
considered to be maintained by the 
agency that deposited’ them. The 
Archivist may disclose deposited 
records only according to the.access 
rules established by the agency that 
deposited them. 

£.. Office of Management and Budget. 
The Director of the Office. of. 
Management and Budget will: 

(1), Issue guidelines and directives. to. 
the agencies. to. implement. the Act. 

(2) Assist the agencies, at.their: 
request, in. implementing their Primacy 
Act programs.. 

(3) Review the new and altered: 
system reports: agencies: submit pursuant 
to Sectiom (o} of the Act.. 

(4) Compile: the: annual report of the 
President to the: Congress in accordance 
with Section (p)' of the Act. 

4. Reporting Requirements. 

a. Privacy Act'Annual Reports. To 
provide the necessary information for 
the annual report of the President, 
agencies shall submit a Privacy Act 
Annual Report: to the Director, OMB, 
covering their Privacy Act activities for 
the calendar year. The exact format and 
timing of the report will be established 
by the Director, OMB: (5 U:S.C. 552a(p)); 
but, agencies should, at a minimum: 
collect, and be prepared to report the 


‘ following data on a calendar year basis: 


(1) Total number of active systems of 
records and changes to that population 
during the year, e.g,,. publications. of new 
systems, additions and. deletions of 
routine uses, exemptions, automation of 
record systems. 

(2) Public comments received on 
agency publications and implementation 
activities. 

(3), Number of requests: from: 
individuals for access. to records: about 
themselves in systems: of records: that 
cited the Privacy Actin support of their 
requests, 

(4) Number granted im whole or part, 
denied in: whole, and for which no: 
record: was: found. 

(5) Number of amendment requests 
from individuals: to amend records about 
theny in systems of records: that cited the 
Privacy Act in support of their requests. 

(6) Number granted in whole or part, 
denied! in whole, and! for which no 
record: was: found. 
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(7) Number of appeals of access and 
t denials and the results of 
such appeals. 
(8) Number of instances in which 
individuals litigated the results of — 
appeals of access or amendment, and . 


the results-of such litigation. 
(9) Number and description of 


matching programs oe in oliher: 


as source or matching agenc! 
b. New and Altered System Reports. 

The Act requires agencies to publish 

notices in the Federal. 

describing new or altered systems of 

records, and te submit reports on these 

systems to the Director, OMB, and:to the 


Congress. ; 

(1) Altered System of Records. Minor 
changes to systems-of records need not 
be reported. For example, a change in 
the designation of the system manager 
due to a reorganization would not 
require a report, so long as an 
individual's ability to gain access to his 
or her records is not affected. Other 
examples include changing applicable 
safeguards as a result of a risk analysis, 
deleting a routine use when there is no 
longer a need for the authorized 
disclosure. These examples are not 
intended to be all-inclusive. 

The following changes are those for 
which a. report is required: 

(a) An increase or change in the 
number or types of individuals on whom 
records are maintained. For example, a 
decision to expand a system that 
originally covered only residents of 
public housing in major cities to cover 
such residents nationwide would require 
a report. Increases attributable to ; 
normal growth should not be reported. 

(b) A change that expands the types 
or categories of information maintained. 
For example, a personne! file that has 
been expanded to include medical 
records would-require a report. 

(c} A change that alters the purpose 
for which the information is used. 

(d) A change to equipment 
configuration {either hardware or 
software) that creates substantially 
greater access to the records in the 
system. For example, locating 
interactive terminals at regional offices 
for accessing a system formerly 
accessible only at the headquarters 
would require a report. 

(e) The addition of an exemption 
(pursuant to Section {j) or (k) of the Act). 
Note that, in submitting a rulemaking for 
an exemption as part of a report of a 
new or altered system, agencies will 
meet the reporting requirements of 
Executive Order No. 12291 and need not 
make a separate submission under that 
order. 

When an agency makes-a change to 
an information technology installation, 


- telecommunication network, or any 


other general changes in information 


- collection, processing, dissemination, or 


storage that affect multiple systems of 
records, it may submit a single - 
consolidated new or altered system 
report, with changes to existing notices 


and supporting documentation included 


in the submission. 

(2) Contents of the Report. The report 
for a new or altered system has three 
elements: a transmittal letter,a =’ 
narrative statement, and supporting 


- documentation that includes a copy of 


the proposed Federal Register notice. 
There is no prescribed format for either 
the letter or the narrative statement. The 
notice must appear in the format 

ibed by the Office’ of the Federal 
Register’ s Document Drafting 
Handbook. 

(a) Transmittal Letter. The transmittal 
letter shoud be signed by the senior 
agency official responsible for 
implementation of the Act within the 
agency and should contain the name 
and telephone number of the individual 
who can best answer questions about 
the system. The letter should contain the 
agency's assurance that the proposed 
system does not duplicate any existing 
agency systems. It should also state that 
a copy of the report has been distributed 
to the Speaker of the Houseand the 
President of the Senate as the Act 
requires. The letter may also include 
requests for waiver of the reporting time 
period. 

(b) Narrative Statement. The 
narrative statement should be brief. It 
should make reference, as appropriate, 
to information in the supporting 
documentation rather than restating 
such information. The statement should: 

(2) Describe the purpose for which the 
agency is establishing the system of 
records. 

(2) Identify the authority under which 
the system is maintained. The agency 
should avoid citing housekeeping 
statujes, but rather cite the underlying 
programmatic authority for collecting; 
maintaining, and using the information. 
When the’system is being operated to 
support an agency housekeeping 
program, e.g., a carpool locator, the 
agency may, however, cite a general 
housekeeping statute that authorizes the 
agency head to keep such records as are 
necessary. 

(3) Provide the agency's evaluation of 
the probable or potential effects of 
the proposal on the privacy of 
individuals. 

(4) Describe the relationship of the 
proposal, if any, to the other branches of 
the Federal Government and to State 
and local governments. 
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(5) Provide a brief description of the 


~ steps taken by the agency to minimize 


the risk of unauthorized access to the 

system of records. A more detailed 

assessment of the risks and specific 
administrative, technical, procedural, 
and physical safeguards established 
shall be made available to OMB upon 
request. 

(6) Explain how each proposed routine 
use satisfies the compatibility 
requirement of subsection (a)(7) of the 
Act. For altered systems, this 
requirement pertains only ‘to any newly 
proposed roittirie uses. 

(7) Provide OMB contro] numbers, 
expiration dates, and titles of any OMB 
approved information collection 
requirements contained in the system of 
records. If the request for OMB 
clearance of an information collection is 
pending, the agency may simply state 
the title of the collection and the date it 
was submitted for OMB clearance. 

(c) Supporting Documentation. Attach 
the following to all new or altered 
system reports: 

(1) An advance copy of the new or 
altered system notice (consistent with 
the provisions of 5 U.S.C. 552a(e)(4)) that 
the agency proposes to publish for the 
new or altered system. For proposed 
altered systems the documentation 
should be in the same form as the 
agency proptens to publish in the public 
notice. 

(2). An advidiei copy of any new rules 
or changes to published rules (consistent 
with the provision of 5 U.S.C. 552a (f), 
(j), and (k)) that the agency proposes to: 
issue for the new or altered system. If no 
changes to existing rules are required, 
the agency shall so state in the narrative 
portion of the report. Proposed changes 
to existing rules shall be provided in the 
same form as the agency proposes to 
publish for formal notice and'comment. 

(3) Timing and Distribution for 
Submitting New and Altered System 
Reports. Submit reports on new and 
altered systems of records not ldter than 
60 days prior to establishment of a new 
system or the implementation of an 
altered system (5 U.S.C. 552a{o)). Submit 
three copies of each report to: 

President of the Senate, Washington, 
D.C. 20510 : 

Speaker of the House of 
Representatives, Washington, D.C. 
20515 

Administrator, Office of Information and 
Regulatory Affairs, Office of 
Management and Budget, Washington. 
D.C. 20503. 

Agencies may assume that OMB 
concurs in Privacy Act aspects of their 
proposa! if OMB has not commented 
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within 60 days from the date the 
transmittal letter was signed. Agencies: 
may publish system and routine use 
notices as. well as exemption rules in the 
Federal Register at the same time that 
they send the new or altered system 
report to OMB and the Congress. The 60- 
day period. for OMB and Congressional 
review and the. 30-day notice-and 
comment period for routine uses. and: 
exemptions will then run concurrently. 
Ae Waivers of Report Time Period. 
The Director, OMB, may. grant a waiver 
of the 60-day period if the agency asks 
for the waiver and.can. demonstrate: 
compelling reasons. Agencies, may 
assume that OMB concurs. in their 
request if OMB has not commented. 
within 30 days of the date the: 
transmittal letter was signed. When a 
waiver is granted, the agency is not. 
thereby relieved of any other 
' responsibility or liability under the Act. 
Note that OMB cannot waive time 
periods specifically established by the 
Act. Agencies will still have to meet the 
statutory notice and comment periods. 
required for establishing a routine use er 
claiming an exemption. 


Append: i te OMB Circular No. A- 
130—Cest 


Accounting, Cest Recovery, 
and Interagency Sharing ef Information 
Technology Facilities: 

1. Purpose. 

This Appendix establishes 
for cest accounting, cost recovery, and 
interagency sharing of Federal 
information technology facilities. The 
Appendix revises procedures fermerly 
contained in OMB Circular No. A-121, 
vse rescinded. 


2. Applicability. 

This Appendix applies: to all) 
information technology facilities: that are 
operated by or on: behalf of a Federal 
agency; provide information technology 
service to more than one user; operate: 
one or more. general: management 
computers; and. have obligations in.. 
excess of $3 million per year. 

3. Definitions. 

a. The term “information technology 
facility” means an organizationally 
defined set of personnel, hardware, 
software, and physical facilities, a 
primary function of which is the 
operation of information technology. An 
information ee includes: 

(1) The personnel operate 
computers: or telecommunications 
systems; develop or maintain software; 
provide. user liaison andi training; 
schedule: computers, prepare and control! 
input datay contral,. reproduce, and 
distribute output data; maintain tape: 
and disk libraries; provide security, 
maintenance, and custodial services; 
and directly manage or provide direct 


administrative support to: personnel 
engaged in these activities. 

(2) Fhe owned or leased computer and 
telecommunications hardware, including 


‘central processing units; associated’ 


peripheral equipment such as: disk 
drives,. tape drives, drum storage, 
printers, card readers,.and consoles; 
data entry equipment; data P 

rep decollation, booking, and! 
binding quips telecommunications 
— including control units, 
terminals, modems, and dedicated 


telephone and: satellite links: provided by 


the facility to enable data transfer and! 
access: ta users.. Hardware acquired and 
maintained by users of the facility is: 
excluded. 


system software, utilities, sorts, 
language processors, access methods, 
data base processors,.and. other similar 
multi-user software required by the 
facility for support of the facility and/' or 
for general use by users: of the facility. 
All software acquired or maintained by 
users of the facility ig.excluded. — 

(4) The physical facilities, i 
computer rooms; tape and disk libraries; 
steckrooms and! warehouse space; office 
space; physical fixtures. 

b. The-term “full costs” means all 
significant expenses. incurred im the 
operation of an information technology 
facility.. The following elements: are 
included: 

(1) Personnel, including salaries, 
overtime, andi fringe benefits: of civilian 
and oe personnel; training; and’ 
trave 

(2) Equipment, including depreciation 
for owned,. capitalized equipment; 
equipment rental or lease; and direct 
expenses for nomeapitalized equipment. 

(3) Software, including depreciation 
for capitalized costs-of developing,. 
converting, or acquiring software; rental 
of for software; and direct expenses for 
noncapitalized acquisition of software. 

(4) Supplies, including office supplies; 


data processing materials; and 


miscellaneous. expenses. 

(5) Contracted services, including 
technical and consulting services; 
equipment maintenance; data entry 
support; operations support; facilities 
management; maintenance of software; 
and telecommunications network 
services, 

(6) Space occupancy, including rental 
and lease of buildings, general office 
furniture, and equipment; building 
maintenance; heating, air conditioning 
and other utilities; telephone services;. 
power conditioning and distribution . 
equipment and alternate power sources; 
and building security and! custodial: 
servicest 
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(7) Intra-agency services, including’ 
normal! agency support services that are 
paid by the installation. 

(8) Interagency services, including 
services provided by other agencies and 
departments that are paid! by the 
installation. 

c. The term “user” means an 
organizational or programmatic entity 
that receives service from an 
information technology facility. A user 
may be either internal or external to the 
agency organization. responsible for the 
facility, but normally does not report 
either to. the manager er director of the 
facility or to the same immediate 
supervisor. 

d. The term “general management 
computer” means a digital computer thet — 
is used for any purpose other than as.a 
part of a process. control system, space 
system, mobile system, er a system 
meeting one of the. exclusions i 
in the Department of Defense 
Authorization Act of 1982. 

4. Accounting and: Reimiursement for 
Sharing of ielermation Technalogy 
Facilities.. 

a. Interagency Sharing. Agencies 
shall: 

(1) Shave their information technology 


" facilities with users from other agencies 


to the macdmum extent feasible;, 

(2) Decument sharing arrangements, 
where the total annual reimbursement 
exceeds $500,000, with individual’ 
written agreements that identify: 

(a) Services available for sharing; 

(b) Service priority procedures and. 
terms (e.g,,. quality performance 
standards) to be provided to each user; 

(c) Prices. te be charged for providing 
services; 

(d) Reimbursement arrangements. for 
services provided; and 

(e) Arrangements for terminating the 
sharing agreement; 

(3) Provide standard terms: and 
conditions to users ebtaining: similar 
services insofar as possible; 

(4) Include: suck sharing arrangements, 
when: fully documented amd part of a. 
formal sharing program, in justifications 
to OMB for resource: requests: (see OMB: 
Circular No. A-11,. revised) and! 
allocations. Direct funding by a shared: 
facility should be requested! only where 
exceptional circumstances preclude the 
user agency from using alternative 
SOUDCES.. 

b. Cost Accounting. Agencies shall 
account for the full cost-of the eperation: 


of information technology facilities. 


c. User Cost Distribution System. 
Agencies shall implement.a system to 
distribute the full cost of providing 
services to all users. That system will: 
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(1) Be consistent with guidance 
provided in the Federal Information __ 
Processing Standards Publication No. 96, 
“Guidelines for Developing and 
Impleménting a Charging System for — 
Data Processing Services” (National 
Bureau of Standards, Department of 
Commerce, 1982). 

(2) Price each service provided by the 
facility to the users of that service on an 
equitable basis commensurate with the 
amount of resources required to provide 
that service and the priority of service 
provided. The price of individual 
transactions may be estimated provided 
that they are periodically reconciled to 
assure that the full costs of operations 
are equitably distributed among all 
users. 

(3) Directly distribute to the recipient 
of the services the full costs of dedicated 
services, including applications 
developed and maintained; software 
unique to a single application; and 
telecommunications equipment, 
including control units, terminals, 
modems, and dedicated telephone or 
satellite links provided by the facility to 
enable data transfer and computer 
access to users. 

d. Cost Recovery. Consistent with 
statutory authority, agencies shall: 

(1) Submit periodic statements to all 
users. of agency information technology 
facilities specifying the costs of services 

provided; 

(2) Recover full ge from Federal 
users of the facility; and 

(3) Recover costs from nonfederal 
users of the facilities consistent with 
OMB Circular No. A-25. 

_ e. Accounting for Reimbursements 
Received. Agencies shall: 

(1) Include resource requests for the 
amount of planned information 
technology use in user budget and 
appropriation requests; 

(2) Assure that shared facilities 
reduce budget and appropriation 
requests by the amount of planned 
reimbursements from users; 

(3) Prepare, at the close of each fiscal 
year, a report that documents in the 
agency's official records the full past 
year cost of operating information 
technology facilities that recover more 
than $500,000 per year from sharing 
reimbursements; and 

(4) Use the portion of reimbursements 
arising from equipment and software 
depreciation for the replacement of 
equipment and software capital assets, 
provided such usage is included in the 
agency’s budget. 

5. Selection of Information 
Technology Facilities To Support New 
Applications. _— 

In selecting information technology 
facilities to support new applications, 


agencies shall establish a management 
control procedure for determining which 
facility will be used to support each 
significant application: This procedure 
shall ensure that: 

(a) All alternative facilities are 
considered, including other Federal . 
agency and nonfederal facilities and 
services; 

(b) Agency rules do not require that 
priority be given to the use of in-house 
facilities; and 

(c) The user of the application has 
primary responsibility for selecting the 
facility. 

6. Assignment of Responsibilities. 

a. All Federal Agencies. The head of 
each agency shall: 

(1) Establish policies and procedures 
and assign responsibilities to implement 
the requirements of this Appendix; and 

(2) Ensure that contracts awarded for 
the operation of information technology 
facilities include provisions for 
compliance with the requirements of this 
Appendix. 

b. General Services Administration. 
oon istration of General Services 
shall: 2 
(1) Ensure that information technology 
facilities designated as Federal Data 
Processing Centers comply with the 
procedures established by this 
Appendix; 

(2) Ensure that provisions consistent 
with this Appendix are included in 
contracts for the operation of 
information technology facilities when 
acquiring services on behalf of an 
agency: 

7. Jenplionssitétions Requirements. 

Agencies shall implement the 
provisions of this Appendix effective at’ 
the beginning of fiscal year 1987. 


Appendix III to OMB Circular No. A- 
130—Security of Federal Automated 
Information Systems 


1, Purpose. 

‘This Appendix establishes a minimum 
set of controls to be included in Federal 
automated information systems security 
programs; assigns responsibilities for 
the security of agency automated 
information systems; and clarifies the 
relationship between such agency 
security programs and internal control 
systems established in accordance with 
OMB Circular No. A-123, Internal 
Control Systems. The Appendix revises 
procedures formerly contained in . 
Transmittal Memorandum No. 1 to OMB 
Circular No. A-71, now rescinded, and 
incorporates responsibilities from 
applicable national security directives. 

2. Definitions. 

a. The term “automated information 
system” means an information system 
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(defined in Section 6d of the Circular) 
that is automated. 

b. The term “information technology 
installation” means one or more 
computer or office automation systems 
including related telecommunications, 
peripheral and storage units, central 
processing units, and operating and 
support system software. Information 
technology installations may range from 
information technology facilities such as 
large centralized computer centers to 
individual stand-alone microprocessors 


_ such as personal computers. 


c. The term “sensitive data” means 
data that require protection due to the 
risk and magnitude of loss or harm that 
could result from inadvertent or 
deliberate disclosure, alteration, or 


destruction of the data. The term 


includes data whose improper use or 

disclosure could adversely affect the 

ability of an agency to accomplish its 
mission, proprietary data, records about 
individuals requiring protection under 
the Privacy Act, and data not releasable 
under the Freedom of Information Act. 

d. The term “sensitive application” 
means an-application of information 
technology that requires protection 
because it processes sensitive data, or 
because of the risk and magnitude-of 
loss or harm that could result from 
improper operation or deliberate 
manipulation of the application. 

e. The term “security specifications” 
means a detailed description of the 
safeguards required to protect a 
sensitive application. 

3. Automated Information Systems 
Security. Programs. 

Agencies shall assure an adequate 
level of security for allagency- 
automated information systems, 
whether maintained in-house or 
commercially. Specifically, agencies 
shall: 

—Assure that automated information 
systems operate effectively and 
accurately; 

—Assure that there are appropriate 
technical, personnel, administrative, 
environmental, and 
telecommunications safeguards in 
automated information systems; and 

—Assure the continuity of operation of 
automated information systems that 
support critical agency functions. 
Agencies shall implement and 

maintain:an automated information 

systems security program, including the 
preparation of:policies, standards, and 
procedures. This program will-be 
consistent with government-wide 
policies, procedures, and standards 
issued by the Office of Management and 

Budget, the Department of Commerce, 


‘4 
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the Department of Defense, the General 
Services Administration, and the Office 
of Personnel Management. Agency 
programs shall incorporate additional 
requirements for securing national ; 
security information in accordance with 
appropriate national security directives. 
Agency programs shall, at‘a minimum, 
include four primary elements: 
applications security, personnel 
security, information technology 
installation security, and security — 
awareness and training. 

a. Applications Security. 

(1) Management Control Process and. 
Sensitivity Evaluation. Agencies shall 
establish a management control process 
to assure that appropriate 
administrative, physical, and technical 
safeguards are incorporated into all new 
applications, and into significant 
modifications to existing applications. 
Management officials who are the 
primary users of applications should 
evaluate the sensitivity of new or . 
existing applications being substantially 
modified. For those applications 
considered sensitive, the management 
control process shall, at a minimum, 
include security specifications and 
design reviews and systems tests. 

(a) Security Specifications. Agencies 
shall define and approve security __ 
requirements and specifications prior to 
‘acquiring or starting formal 
development of the applications. The 
results of risk analyses performed at the 
information technology installation 
where the applications will be 
processed should be taken into account 
when defining and approving'security 
specifications for the applications. Other 
vulnerabilities of the applications, such 
as in telecommunications links, shall 
also be considered in defining security 
requirements. The views and 
recommendations of the information 
technology user organization, the 
information technology installation, and 
the individual responsible for security at 
the installation shall be considered prior 
to the approval of security specifications 
for the applications. 

(b) Design Reviews and System’ Tests. 
‘Aganties shall conduct and approve 
design reviews and’system tests, prior to 
placing the application into operation, to 
assure the proposed design meets the 
approved security specifications. The 
objective of the system tests should be 
to verify that required administrative, 
technical, and physical safeguards are 
operationally adequate. The results:of 
the design reviews and.systems tests 
shall be fully documented and 
maintained in the official agency 
records. 

(c) Certification. Upon completion of 
the system tests, an agency official shall 


certify that the system meets all 
applicable Federal policies, regulations, 
and standards, and that the results of 
the tests demonstrate that the installed 


_security safeguards are adequate for the 


application. 

(2) Periodic Review and 
Recertification. Agencies shall conduct 
periodic audits or reviews of sensitive 
applications and recertify the adequacy 
of security safeguards. Audits or 
reviews shall evaluate the. adequacy of 


implemented.safeguards, assure they are . 


functioning properly, identify 
vulnerabilities that could heighten 
threats to sensitive data or valuable 
resources, and assist with the 
implementation of new safeguards 
where required. They are intended to 
provide a basis for recertification of the 
security of the application. 
Recertification shall be fully 
documented and maintained in the 
official agency records. Audits or 
reviews and recertifications shall be 
performed at least every three years. 
They should be considered as part of 
agency vulnerability assessments and 
internal control reviews conducted in 
accordance with OMB Circular No..A- 
123. Security or other control 
weaknesses identified shall included in - 
the annual internal control assurance 
letter and report required by Circular 
No. A-123. 

(3) Contingency Plans. Agencies shall 
establish policies and assign 
responsibilities to assure that ~- © 
appropriate contingency plans are’ 
developed and maintained by end users 
of information technology applications. 
The intent of such plans is to assufe that 
users can continue to perform essential 
functions in the event their information 
technology support is interrupted. Such 
plans should be consistent with disaster 
recovery and continuity of operations 
plans maintained by the installation at 
which the application is procéssed. 

b. Personnel Security. Agencies shall 
establish and manage personnel security 
policies and procedures to assure an 
adequate level of security for Federal 
automated information systems. Such 
policies and procedures shall-include 
requirements for screening ‘all 
individuals participating in the design, 
development, operation, or maintenance 
of sensitive applications as well as 
those having access to sensitive data. 
The level of screening required by these 
policies:should vary from minimal 
checks to full background investigations, 
depending upon the sensitivity of the 
information to be handled and the risk 
and magnitude of loss, or harm that 
could.be caused by the individual. 
These policies shall be established for 
both Federal and contractor personnel. 
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Personnel security policies for Federal 
employees shall be consistent with 
policies issued by the Office of 
Personnel Management. 

c. Information Technology 
Installation Security. Agencies shall 
assure that an appropriate level of 
security is maintained at all information 
technology installations operated by or 
on behalf of the Federal Government 
(e.g., government-owned, contractor- 
operated installations). 

(1) Assigning Responsibility. Agencies 
shall assign responsibility for the 
security of each installation toa 
management official knowledgeable in 
information technology and security 
matters. _ 

(2) Periodic Risk Analysis. Agencies 
shall establish and maintain a program 
for the conduct of periodic risk analyses 
at each installation to ensure that 
appropriate, cost effective safeguards 
are incorporated into existing and new 
installations. The objective of a risk 
analysis is to provide a measure of the 
relative vulnerabilities and threats to an 
installation so that security resources 
can be effectively distributed to 
minimize potential loss. Risk analyses 
may vary from an informal review of a 
microcomputer installation to a formal, 
fully quantified risk analysis of a large 
scale computer system. The results of 
these‘analyses should be documented 
and taken into consideration by 
management officials when certifying 
sensitive applications processed at the 
installation. Such analyses should also 
be consulted during the evaluation of 
general controls over the management of 
information technology installations 
conducted in accordance with OMB 
Circular No. A-123. A risk analysis shall 
be performed: . 

(a) Prior to the approval of design 
specifications for installations; 

(b) Whenever a significant change 
occurs to the installations (e.g., adding a 
local area network; changing from batch 
to online processing; adding dial-up 
capability). Agency criteria for defining 
significant change shall be 
commensurate with the sensitivity of the 
data processed by the installation. 

(c) At periodic. intervals established 
by the agency commensurate with the 
sensitivity of the data processed, but not 
to exceed every five years if no risk 
analysis have been performed during 
that period. 

(3) Disaster and Continuity Plan. 
Agencies shall maintain disaster 
recovery and continuity of operations 
plans for all information technology 
installations. The objective of these 
plans should be to. provide reasonable 
continuity of data processing support 





should events occur that prevent normal 
operations at the installation. For large 
installations and installations that 
support essential agency functions, the 
plans should be fully documented and 
operationally tested er ata 
frequency commensurate with the risk 
and magnitude of loss or harm that 
could result from disruption of 
information technology support. 

(4) Acquistion fications. 
Agencies shall assure that appropriate 
technical, administrative, physical, and 
personnel security requirements are 
included in specifications for the 
acquisition or operation of information 
technology installations, equipment, 
software, and related services, whether 
procured by the agency or by GSA. 
These security requirements shall be 
reviewed and approved by the ~ 
management official responsible for. 
security at the installation making the 
acquisition. 

‘ d. Security Awareness and Training 
Programs. Agencies shall establish a 
security awareness and training 
program to assure that agency and 
contractor personnel involved in the 
management, operation, programming, 
maintenance, or use of information 
technology are aware of their security 
responsibilities and know how to fulfill 
them. Users of information technology 
systems should be apprised of the - 
vulnerabilities of such systems and 
trained in techniques to enhance 
security. 

4. Assignment of Responsibilities. 

a. Department of Commerce. The 
Secretary of Commerce shall: 

(1) Develop and issue standards and 
guidelines for assuring the security of 
Federal automated information systems; 

(2) Establish standards, approved in 
accordance with applicable national 
security directives, for systems used to 
process sensitive information the loss of 
which could adversely affect the 
national security interest; and 

{3} Provide technical assistance to 
Federal agencies in implementing 
Department of Commerce standards and 
guidelines. 

b. Department of Defense. The 
Secretary of Defense shall: 

(1) Act, in accordance with applicable 
naticnal security directives, as 
executive agent of the government for 
the security of telecommunications and 
automated information systems that 
process information the loss of which 
could adversely affect the national 
security interest; and 

(2) Provide technical material and 
assistance ot Federal agencies 
concerming security of Federal 
telecommunications and automated 
information systems. 


.c: General Services Administration. 
ben Administrator of General Services 
shall: 

(1) Issue policies and regulations for 
the physical and environmental! security 
of computer rooms in Federal buildings 
consistent with standards issued by the 
Department of Commerce and the 
Department of Defense. 

(2} Assure, that agency procurement 
requests for computers, software, 
telecommunications services, and 
related services inchade security 
requirements. Delegations of 
procurement authority to agencies by 
GSA under mandatery programs, dollar 
threshold delegations, certification 
programs, or other so-called blanket 
delegations shall include requirements 
for agency specification of security 
requirements. 

(3) Assure that information technology 
equipment, software, computer room 
construction, guard or custodial 
services, telecommunications services, 
and any other related services procured 
by GSA meet the security requirements. 
established and specified by the user 
agency and are consistent with other 
applicable policies and standards issued 
by OMB, the Department of Commerce, 
the Department of Defense, and the 
Office of Personnel Management. 

(4) issue appropriate standards for the 
security of Federal telecommunications 
systems. Standards related to systems 
used to communicate sensitive 
information, the loss of which could 
adversely affect the national 
interest, shall be developed and issued 
in accordance with applicable national 

directives. 

d. Office of Personnel Management. — 
The Director, Office of Personnel 
Management, shall maintain personnel 
security policies for Federal personnel 
associated with the design, 
programming, operation, maintenance, 
or use of Federal automated information 
systems. Requirements for personnel 
checks imposed by these policies should 
vary Commensurate with the risk and 
magnitude of loss or harm that could be 
caused by the individual. The checks * 
may range from merely normal 
reemployment screening procedures to 
full background investigations. 

5. Reports. In tieeelae annual internal 
control report to the President and the 
Congress, required under OMB Circular 
No. A-123, agencies shall: 

a. Describe any security or other 
control weaknesses identifed during 
aduits or reviews of sensitive 
applications or when conducting isk 
analyses of installations; and - 

b. Provide assurance that there is 
adequate security of agency automated 
information systems. . 
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Appendix TV to OMB Circular No. A- 
130—Analysis « of Key Sections 


1. Purpose 

The purpose of this Appendix is to 
provide a general context and 
explanation for the contests of the key 
sections of the Circular. 


2. Background 


The Paperwork Reduction Act of 1980, 
Pub. L. 96-511, 94 Stat 2812, codified at 
Chapter 35 of Title 44 of the United 
States Code, establishes a broad 
mandate for agencies to perform their 
information activities in an efficient, 
effective, and economical manner. 
Section 3504 of the‘Act provides 
authority to the Director, Office of 
Management and Budget [OMB), to 
develop and implement uniform and 
consistent information resources 
management policies; oversee the 
development and promote the use of ~ 
information management principles, 
standards, and guidelines; evaluate 
agency information management 
practices in order to determine their 
adequacy and efficiency; and determine 
compliance of such practices with the 
policies, principles, standards, and 
guidelines promulgated by the Director. 

The Circular implements OMB 
authority under the Act with respect to 
Section 3504(b), gereral information 
policy, Section 3504{e), records 
management, Section 3504(f)}, privacy, 
and Section 3504(g), Federal automatic 
data processing and 
telecommunications; the Privacy Act of 
1974 [5,U.S.C. 552a); Sections 111 and. 
206 of the Federal Property and 
Administrative Services Act of 1949, as 
amended (40 U.S.C. 759'and 467, 
respectively); the Budget and 
Accounting Act of 1921 (31 U.S.C. 1 et 
seq.); and Executive Order No. 12046 of 
March 27, 1978 and Executive Order No. 
12472 of April 3, 1984, Assignment of 
National Security and Emergency 
Telecommunications Functions. The 
Circular complements 5 CFR Part 1320, 
Controlling Paperwork Burden on the 
Public, which implements other sections 
of the Paperwork Reduction Act dealing 
with controlling the reporting and 
recordkeeping burden placed on the 
public. 

In addition, the Circular revises and. 
consolidated policy and procesares | in, 
five existing OMB directives and 
rescinds those directives, as follows: | 


A-71—Responsibilities for the 
Administration and Management of 
Automatic Data Processing Activities 

Transmittal Memorandum No. 1 to 
Circular No. A-71—Security of 
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Federal Automated Information 

Systems 
A-90—Cooperating with State and Local 

Governments to Coordinate and 

‘Improve Information Systems 
A-108—Responsibilities for the 

Maintenance of Records about 

Individuals by Federal Agencies 
A-121—Cost Accounting, Cost 

Recovery, and Interagency Sharing of 

Data Processing Facilities. 

OMB's review of the five existing 
policy directives led to the conclusion 
that much, but not all, of their content 
was procedural in nature, concerned 
chiefly with how policies were to be 
carried out, OMB determined that it was 
important clearly to distinguish the 
statement of policies from the 
procedures for implementing those 
policies. For this reason, the main body 
of the Circular consists of basic 
considerations and assumptions, 
policies, and assignments of 
responsibility; the appendices to the 
Circular consist of procedures for 
implementing various policies and with 
analysis of key sections. 

OMB developed the main body of the 
Circular relying upon comments on the 

. Federal Register notice as well as other 
forms of Federal agency and public 
input, principally meetings with. 
interested parties. For the procedural 
revisions, OMB relied on the assistance 
of interagency task groups. 

The revised contents of OMB Circular 
No. A-71, dealing with assignments of 
responsibilities, are in the main body of 
this Circular. The contents of OMB 
Circular No. A-90 are rescinded entirely, 
with the exception of a policy statement 
at Section 8(b)(17) of this Circular. 
Revisions of the procedural aspects of 
the other three policy directives—. 
Transmittal Memorandum No. 1 to A-71, 
A-108, and A-121—are appendices to 

this Circular. Appendices I, II, and III 
have the same prescriptive force as the 
Circular; Appendix IV is an explanatory 
document. 

On September 17, 1984, the President 
signed National Security Decision 
Directive (NSDD) No. 145, National 

‘Policy on Telecommunications and 
Automated Information Systems 
Security. The NSDD requires that the 
Director, OMB, review for consistency 
with NSDD, and amend as appropriate, 
OMB Circular No. A-71, Transmittal 
Memorandum No. 1. The Circular and 
Appendix III satisfy the NSDD 
requirement. 


3, Analysis 
Section 6. ‘Definitions. 


f. Access to information. g. 
Dissemination of information. The 


Circular defines “access to information” 
as the function of providing to members 
of the public, upon their request, the 
government information to which they 
are entitled under law. Access refers to 
those situations in which the 
government agency's role is passive; 
access is what the government's 
responsibilities are when the public 
comes to the government and ask for 
information the government has and the 
public is entitled to. “Dissemination,” in 
the Circular’s usage, refers.to the 
function of distributing government __ 
information; dissemination connotes an 
active outreach by a government 
agency. Dissemination refers to those 
situations in which the government 
provides the public with information 
without the public having to come and 
ask for it. 

The distinction between access and 
dissemination is posed in order to 
elaborate the responsibilities of Federal 
agencies for providing information to the 
public. Two fundamentally. different 
situations exist: one in which the public 
goes to the agency to ask for information 
the agency holds and may or may not 
have disseminated; and one in which the 
agency chooses to take the information 
it holds to the public. In the first 
instance—access—Congress has 
provided specific statutory policy in the. 
Freedom of Information Act (FOIA) and 
in the Privacy Act. These laws and 
policies concerning access to 
government information are explicit, 
well known, and now so widely 
accepted in practice by Federal agencies 
as not to require policy elaboration in 


. this Circular. Agencies should know 


that, if members of the public ask for 
information subject to FOIA or the 
Privacy Act, the agencies.should 
normally provide the information 
forthwith, because the public has a 
formal legal process for forcing the 
agencies to yield the information. — 

Thefelationship between access to 
the dissemination of information is 
explained below, in the discussion of .. 
8a(8) through (12). 


Section 7. Basic Considerations and: 
Assumptions 


Basic considerations and assumptions 
are statements that provide. the 
underpinnings for the prescriptive 
policies in Section 8; they are not 
themselves policy statements. They are 
either derived from statutes or 
legislative history, or represent 
executive branch management 
philosophy as embodied in the Circular. 
—Statements 7-a through 7-d provide 

the general context for management of 

Federal information resources. 
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—Statement 7-e summarizes policy 
found in OMB Circular No.-A-76, 
Performance of Commercial 
Activities. 

—Statement 7-f states a general 
predisposition to use up-to-date 
information technology to manage 
Federal information resources. 

—Statements 7-g and 7-h pertain to the 
Privacy Act and the Freedom of 
Information Act, respectively. 

—Statement 7-i pertains to the National 
Science and Technology Policy, 
Organization and Priorities Act. 

—Statement 7-j pertains to the Federal 
Records Act. 

—Statement 7-k states a relationship 
between Federal information policy 
and international information policy. 


Section 8. Policies 


This section is divided into two 
subsections that generally correspond to 
the twofold definition of information 
resources management in Section 6-b, 
namely, information itself and the 
resources associated with information. 

a. Information Management. The 
Paperwork Reduction Act acknowledges: 
that information is a valuable resource 
and should be managed as such. 
Procéeding from this premise, this 
subsection states policies concerning the 
management of Federal information: 

(1) and (2). Information Collection end 
Sharing. The Circular’s basic 
considerations and assumptions 
(Section 7) establish the value of 
government information activities. 
Without question, some information 
created or collected by Federal agencies 
is so vital that the American form of 
government, the economy, national 
security, and citizens’ safety and 
wellbeing could not continue to exist in 
its absence. Nothing in this Circular is 
intended to diminish or derogate the 
creation or collection of such 
information, nor to serve as a pretext 
under which a Federal agency could 
damage the Nation's critical needs by 
failing to create or collect'such 
information. 

Atthe same time, the Paperwork 
Reduction Act was designed to remedy 
deficiencies Congress perceived in 
Federal information activities. In the 
words of the report of the House 
Committee on Government Operations 
(Report No. 96-835, p. 3): 

The legislation is the result of a growing 
concern that the way the Government 
collects, uses, and disseminates information 
must be improved. Inefficiencies in current 
Federal information practices drastically 
reduce the effectiveness of the Government 


- while, at the same time, drowning our 





citizens in a sea of forms, questionnaires, and 

reports. 

The Act intends that the creation or 
collection of information be carried out 
within the context of efficient, effective, 
and economical management. When 
Federal agencies create or collect 
information—just as when they perform 
any other vital functions—they consume 
scarce resources and such activities 
must be continually scrutinized in light 
of good management principles. The 
applicable principles provided in the 
purposes of the Act are: 

—To minimize the Federal paperwork 
burden for individuals, smal! 
businesses, State and local 
governments, and other persons; 

—Te minimize the cost to the Federai 
Government of collecting, 
maintaining, using and disseminating 
information; and 

—To maximize the usefulness of 
information collected by the Federal 
Government. {44 U.S.C. 3501) 
Agencies must justify the creation or 

collection of information in the light of 

their statutory functions. Policy 
statement 8a{9) uses the standard, 

“necessary for the proper performance 

of agency functions,” taken directly from 

the Paperwork Reduction Act (44 U.S.C. 

3504(c)(2)}. Further, the policy statement 

includes the requirement that the 

information have practical utility, as 
defined in the Paperwork Reduction Act 

(44 U.S.C. 3502(15)) and elaborated in 

Controlling Paperwork Burdens on the 

Public (5 CFR Part 1320). Note that 

practical utility includes characteristics 

pertaining to the quality of information 
such as accuracy, adequacy, and 
reliability, and that, in the case of 
general purpose statistics or 
recordkeeping, practical utility means 

that actual uses can be demonstrated (5 

CFR 1320.7 {q)). 

Good management and the 
requirement of practical utility dictate 
that agencies must plan from the outset 
for the steps in the information life 
cycle. The Act also stipulates that 
agencies must “formulate plans for 
tabulating the information in a manner 
which will enhance its usefulness to 
other agencies and to the public” (44 
U.S.C. 3507(a)}{1)(C)). When creating or 
collecting information, agencies must 
plan how they will process and transmit 
the information, how they will use it, 
what provisions they will make for 
access to it, whether and how they will 
disseminate it, how they will store it, 
and finafly, how the information will 
ultimately be disposed of. While 
agencies cannot at fhe outset achieve 
absolute certitude in planning for each 
of these processes, the requirement for 


information resources planning is 
clearly contained in the Act (44 U.S.C. 
3506(c}{1}), and the absence of adequate 
planning is sufficient reason not to 
create or collect information in the first 
place. 

Before creating or collecting new 
information, agencies should look first 
to other agencies and the private sector 
so as not to duplicate existing 
information sources or services that 
would satisfy their needs. The Act 
requires that agencies shall not conduct 
or sponsor information collections 
unless they have eliminated collections 
“which seek to obtain information 


available from another source within the 


Federal Government” (44 U.S.C. 
3507({a)}{1}{A}). Each agency must also 
“ensure its information systems do net 
overlap each other or duplicate the 
systems of other agencies” {44 U.S.C. 
3506(c)(2)}. The Act also contains 
provisions governing the sharing of 
information between agencies {44 U.S.C. 
3510). Applying the policy of OMB 
Circular No. A-76, the Circular also 
requires agencies to examine the 
possibility of acquiring the necessary 
information from private sector sources. 

This is not to say that information 
creation or collection functions should 
be indiscriminately turned over to other 
agencies or to the private sector, but 
rather to say that agencies have an 
obligation to examine other potential 
sources of information which may 
satisfy agency needs. Some information 
can only be created or collected by 
Federal agencies themselves in the 
exercise of the government's sovereign 
powers. For some information, the‘ 
government can satisfy its legitimate 
needs only when a Federal agency is the 
creation or collection agent. But other 
information needs can be met, and in 
many cases are routinely met, through 
existing services and sources in other 
agencies or the private sector. In many 
cases there is no inherently 
governmental function that is served by 
having information collected by a 
Federal agency; agencies should and do 
consider acquiring information 
collection services from the private 
sector. The Circular emphasizes that 
these sources should always be looked 
to first in the interests of efficiency and 
economy. 

(3) through (6). Privacy Act and 
Freedom of Information Act. These 
statements contain policy statements 
pertaining to the Privacy Act and 
incorporating the policies of OMB 
Circular No. A-108, which is rescinded 
and superseded. Agencies are to ensure 
that they meet the requirements of the 
Privacy Act regarding collection of 
individually identifiable information. 
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Such information is to be maintained 
and protected so as to preclude 
intrusion into the privacy of individuals. 
Individuals must be accorded access 
and amendment rights to records, as 
provided in the Privacy Act. Appendix I 
prescribes procedures for the 
maintenance of records about 
individuals in accordance with the 
Privacy Act. 

In addition to Privacy Act 
considerations, statements (3) and (4) 
include provisions concerning 
proprietary information. Agencies are to 
minimize their collection of proprietary 
information, consistent with legal 
requirements and operational necessity 
and, when such information must be 
collected, agencies must provide for its 
protection. 

(7). Training. Agency personnel must 
receive proper training to safeguard. 
information resources. Training is 
particularly important in view of the 
changing nature of information 
resources management. The 
development of end user computing and 
office automation, for example, place 
the management of information and 
information technology in the hands of 
nearly all agency personnel rather than 
in the hands of a few employees at 
centralized facilities such as large 
computer centers. Policies and 
procedures for computer security, 
records management, protection of 
privacy, and other safeguards need to be 
incorporated into information resources 
management training programs. 

(8) through (12). Information 
Dissemination. 

(8) and (9). General Policy. Hew does 
the public know what information is 
available from Federal agencies? That 
is, given the distinction the Circular 
makes between access and 
dissemination, what is the relationship 
between the two? How does the public 
know what government information is 
accessible? The answer is: through the 
government's dissemination of 
information on what is available and 
how to gain to access it. 

The Freedom of Information Act 
requires each agency to publish 
currently in the Federal Register, for the 
guidance of the public, descriptions of 
agency organization; where and how the 
public may obtain information; the 
general course and methods by which 
agency functions are determined, 
including all procedural requirements; 
rules of procedure; descriptions of forms 
and how to obtain them; substantive 
regulations; statements of general 
policy; and revisions to all the foregoing 
(5 U.S.C. 552{a){1}). The Privacy Act also 
requires publication of information 
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concerning systems of records (see 
Appendix 1); the Government in the 
Sunshine Act requires agencies to. make 
public announcement of meetings (5 
U.S.C. 552b{e}(1)). The Paperwork 
Reduction Act {44 U.S.C. 3507{a}{2)) and 
Controlling Paperwork Burdens on the 
Public (5 CFR Part 1320) nequire 
agencies to publish notices when they 
submit information collection requests 
for OMB approval. 

In sum, every Federal agency has 
obligations to disseminate basic 
information to the public concerning 
what the agency does, how its programs 
operate, what the public must do to 
comply with laws or regulations, how to 
receive benefits, and how. the public can 
use agency services. These obligations 
are the basic linkage between access to, 
and dissemination of, government 
information. 

Beyond generic requirements, specific 
laws affect agency dissemination of 
information in two ways. First, for some 
agencies their basic enabling legislation 
stipulates that information 
dissemination is part of their statutory 
mission. General purpose statistical 
agencies, for example, have information 
dissemination as part of their very 
reason for existence. These agencies 
conduct substantial information 
dissemination programs in order to 
carry out their necessary functions. In 
contrast, other agencies such as some 
regulatory agencies have basic 
information access, but minimal 
information dissemination, 
responsibilities; the existence of 
substantial information dissemination 
programs in such agencies would be 
unusual. Second, statutes may 
sometimes require that agencies produce 
and disseminate specific information 
products or services. For example, the 
law may state that the President or head 
of an agency shall make reports to the 
Congress on given subjects; these would 
be legally required disseminations of 
information. 

Beyond generic and specific statutory 
requirements, agencies have positive 
obligations to disseminate information 
as a necessary part of performing their 
functions. Each agency head must 
clarify the nature of these obligations for 
the agency’s particular mission and set 
appropriate boundaries for 
dissemination functions. Before deciding 
to disseminate an information product 
or service, and periodically therefore, an 
agency must be able to demonstrate that 
the dissemination of the product or 
service passes the test of either being 
required by law or being necessary for 
the proper performance of agency 
functions. 


In conformity with the purposes of the 
Paperwork Reduction Act, the agency's 
positive obligations to disseminate 
information must be discharged within a 
responsible management framework of 
minimizing costs to the Federal 
Government while maximizing the 
usefulness of the information. Efficient, 
effective, and economical dissemination 
does not translate into diminishing or . 
limiting the flow of information from the 
agency to the public. To the contrary, 
good management of information 
resources should result in more useful 
information flowing with greater facility 
to the public, at less cost to the 
taxpayer. 

Given an adequate basis for 
dissemination, agencies must also ask 
themselves whether a proposed or 
existing information product or service 
substantially duplicates similar products 
or services that would otherwise be 
available, either from another agency or 
from the private sector. This 
requirement of non-duplication, 
originating in the Paperwork Reduction 
Act, husbands scarce resources and 
leads to more efficient, effective, and 
economical information dissemination 
by the government. 

Similarly, the fact that an agency has 
created or collected information is not 
itself a valid reason for creating a 
program, products, or service to 
disseminate the information to the 
public. Agencies create and collect 
much infermation, often for purely 
internal governmental purposes, that is 
not intended for dissemination, for 
which there is no public demand, and 
the dissemination of which would serve 
no public purpose and would not be 
cost-justified; e.g., compilations of 
routine time and attendance records for 
Federal employees, or publication of the 
thousands of pages of common carrier 
tariff filings by regulatory agencies. 
While such information may be subject 
to access upon request under provisions 
of agency statutes, the Freedom of 
Information Act, or the Privacy Act, the 
agency must demonstrate in each case 
the need actively to disseminate such 
information. Over time, changes in laws, 
economic conditions, or information 
technology can result in changes in 
public demand, public purpose, or 
dissemination costs; for example, an 
agency's shift to electronic filing of 
reports, perhaps carried out primarily in 


- order to improve internal information 


management, might generate a public 
demand for electronic dissemination 
that could be satisfied at:minimal cost to 
the government and also improve the 
performance of the agency's information 
access function. The decision to 
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disseminate information, however, 
entails potentially significant costs, must 
be addressed separately from the 
decision to create or collect information. 
and must hinge upon a determination 
that dissemination is necessary for 
proper performance 6f agency functions. 

If agencies do contemplate 
disseminating particular information, 
they should plan for its dissemination 
when creating or collecting the 
information (see 8a(1)}}. Planning for 
dissemination should proceed from the 
Paperwork Reduction Act premises of 
minimizing the cost to the government 
while maximizing the usefulness of 
information. The focus of information 
dissemination plans should be on 
elevating to a policy level decisions 
regarding the agency’s positive 
obligations to disseminate information 
and ensuring that the agency discharges 
the obligations in the most efficient, 
effective, and economical manner. 

(10) Adequate Notice. Because many 
government information activities are 
important to the government and to the 
public, agencies must exercise care not 
to act capriciously with respect to 
information products and services. 
When agencies intend to commence 
offering new products or services, they 
should provide adequate advance notice 
so that the public may comment as to 
the need for the product or service. For 
example, if private sector interests 
believe they are already offering or are 
about to offer the same or a similar 
product or service—in which event the 
government may potentially be entering 
into unfair competition—such notice will 
allow these interests to present their 
case before the product or service is 
launched. By the same token, if many 
members of the public greatly depend on 
a particular product or service, they 
should be permitted to voice their views 
to an agency that is contemplating 
termination of the product or service. 

The Circular refers to “significant” 
information products and services. It is 
not the Circular’s intent that agencies 
should follow notice and comment 
procedures when terminating relatively 
inconsequential information products 
and services; examples might be minor 
brochures or flyers, products and 
services that were never intended to be 
continuing, or for which there is now 
little or ne public audience. Agencies 
should determine for themselves 
whether information products and 
services are “significant,” and in some - 
cases may wish to establish procedures 


‘and thershold criteria for making such 


determinations. If a product or service is 
considered significant, as determined 
ultimately by the agency head, the 
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agency may be well advised to follow 


notice and comment procedures prior to 


initiation or termination. 

(11}(a). Reaching the Public; Avoiding 
Information Monopolies. When agencies 
have justified and made the basic 
decision to disseminate information, 
they must also satisfy conditions 
regarding the manner of dissemination. 
First, agencies must take steps to ensure 
that members of the public who the 
agency has an obligation to reach have 
a resonable ability to acquire the 
information. The audiences for 
information products and services will 
vary, and agencies should tailor the 
dissemination methods so as to place 
the information into the hands of those 
whom the agency intends to receive it. 

Federal agencies are often the sole 
holders of certain information; hence, 
when they disseminate, they are sole 
suppliers and in a position of natural 
monopoly. When agencies use private 
sector contractors to accomplish 
dissemination, they must take care that 
they do not permit contractors to 
exercise monopolistic controls in ways 
that defeat the agencies’ information 


dissemination obligations, for example, 


by setting unreasonably high prices. In 
some cases agencies may need to 


formulate contractual terms with a sole - 


supplier contractor so that the 
contractor functions as a‘mere 
intermediary for the agency in dealing 
with end users in the public. 

(11}(b). Reliance on the Private 
Sector. in disseminating information—as 
with other activities—agencies must act 
in the most cost effective manner, which 
includes maximum feasible reliance on 
the private sector. This is merely an 
application to agency information 
dissemination programs of the policy 
stated in OMB Circular No. A-76, 
Performance of Commercial Activities, 
and summarized in Section 7f of this 
Circular. It is “the general policy of the 
government to rely. on commercial 
sources to supply the products and 
services the government needs,” 
including products and services the 
government needs in order to 
disseminate information to the public. 
For example, before an agency 
establishes a service for electronic 
dissemination of government | 
information via an online computer 
system, the agency should compare the 
cost of contracting for operation of the 
service versus in-house performance 
and determine whether in-house 
performance is less costly both for the 
government and for the public who will 
receive the service. 

Policies contained in OMB Circular 
No. A-76 are applicable to:information 
dissemination, including the policy that 


inherently governmental functions 
should be performed by government 
employees. The general policy of 
reliance on the private sector is 


' balanced by the “inherent governmental 


function” policy, and the Circular in.no 
way intends to abrogate the latter. 
Where agencies determine that 
information dissemination activities are 
inherently governmental, the agencies 
themselves should carry out the 
activities. 

(11}(c). User Charges. The Federal 
Government is the sole possessor and 
supplier of certain types of information, 
which is frequently of substantial 
commerical value. Dissemination of 
such information, or its dissemination in 
a specific form or medium, may 
represent a government service from 
which identifiable recipients derive 
special benefits, in which case they may 
be subject to OMB Circular No. A-25, 
User Charges. For example, where the 
information is already substantially 
available in printed form, agencies may 
consider dissemination in electronic 
form to be a service of special benefit, 
the costs of which should be recovered 
through user charges. Many agencies do 
not have consistent, agency-wide 
policies and procedures for setting user 
charges for information products and 
services with a view to cost recovery. 
Agencies must establish user charges for 
the costs of information dissemination, 
and recover such costs, where 
appropriate. Whether user charges are 
appropriate depends, in principle, on 
whether identifiable recipients will 
receive special benefits from 
information products and services. 

The requirement to establish user 
charges is not, however, intended to 
make the ability to pay the sole criterion 
for determining whether the public 
receives government information. 
Agencies must balance the requirement 
to establish user charges and the level of 
fees charged against other policies, 
specifically, the proper performance of 
agency functions and the need to ensure 
that information products and services 
reach the public for whom they are 
intended (see Section 8a(11)(a)). If an 
agency has a positive obligation to place 
a given product or service in the hands 
of certain specific groups or members of 
the public and also determines that user 
charges will constitute a significant 
barrier to discharging this obligation, the 
agency may have grounds for reducing 
or eliminating its user charges for the 
product or service, or for exempting 
some recipients from the charge. 

(12). Periodic Review and Depository 


Libraries. Agencies must also establish. - 


procedures for periodically reviewing: 
their information dissemination 
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programs. Agency information . 
dissemination plans must ask whether 
the agency should disseminate a given 
information product or service at all; if 
the agency is already disseminating the 
product or service, reviews should ask ~ 
whether the agency should continue to 
do so; or whether the manner or medium 
of dissemination is the most efficient, 
effective, and economical. 

In addition, agencies must establish 
procedures to ensure compliance with 44 
U.S.C. 1902, which requires that 
government publications (defined in 44 
U.S.C. 1901 and repeated in Section 6k 
of the Circular) be made available to the 
Federal depository libraries through the 
Government Printing Office. The 
depository libraries provide a kind of 
information “safety net” to the public, 
an existing institutional mechanism that 
guarantees a minimum level of 
availability of government information 
to all members of the public. Providing 
publications to the depository library 
program complies with the law and 
costs executive agencies virtually 
nothing. 

b. Information Systems and 
Information Technology Management. 
This subsection states policies 
concerning the planning, acquisition, 
operation, and management of Federal 
information systems and technology. 
The Federal information systems and 
technology budget, which was $14 
billion in FY 1985, is projected to 
increase at a rate faster than that of the 
overall Federal budget. With outlays at 
these levels and agencies becoming 
increasingly dependent upon 
information technology to accomplish 
their missions, it is essential that — 
planning processes be applied to the 
acquisition and application of 
information technology. 

(1). Planning. The Paperwork 
Reduction Act:mandates a stronger 
central role in information resources 
planning. Specifically, the Act requires 
that OMB: (1) publish a five-year 
government-wide automatic data 
processing and telecommunications 
plan; (2) review and coordinate agency 
proposals for the acquisition and use of 
information technology; and (3) promote 
the use of the technology to improve 
governmental efficiency and 
effectiveness. In order to meet these 
objectives, it is necessary to initiate a 
government-wide process for developing 
and institutionalizing information 
technology planning that is based in 
agency programs and missions. The 
planning must also be tied to the budget 
so that budgetary decisions derive from 
plans, and conversely, so that budgetary 
constraints are reflected in the plans. 
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The process must further ensure that 
sufficient information is available to the 
central agencies to enable them to 
moniter compliance with Federal . - 
policies and identify major issues, 
including cross-cutting issues where 
more active centralized planning and 
management may be appropriate. 
Hence, agencies must institute 
information ing processes tied to 
both the conduct of programs and the 
preparation of the agency's budget. 

(2) and (3). Management Controls and 
Accountability: Basic management 
controls for agency information systems 
are fundamental to sound information 
resources management. These controls 
should ensure the documentation and 
periodic review. of major information 
systems, as well as periodic cost-benefit 
evaluation of overall.information. . 
resources management in light of agency 
missions. In order-to provide greater 
incentative for management efficiencies, 
accountability for information systems 
should be vested in the officials 
responsible for operating the programs 
that the systems support. 

Program managers depend upon 
information systems to carry out their 
programs, and yet frequently they do not 
have direct control over the technical 
and operational support for those 
systems. Program managers often 
depend upon agency computer centers 
or contracted service organizations, the 
heads of which may not be directly 
accountable to the program managers in 
a fonmal. enganizational sense. Program 
managers are nonetheless responsible .. 
for conducting their programs and, to the 
extent.successful conduct of the 
programs entails support from. 
information systems, program managers 
must be held accountable for acquiring 
that support. The responsibilities of 
program managers are therefore 
presumed to include securing 
information systems support as needed, 
and planning for contingencies. 

' Technical support organizations have a 
concomitant responsibility to meet their 
commitments, contractual or otherwise, 
to their program clients, but the program 
official has the ultimate responsibility 
for delivering a program's product or 
service. ee 

(4) and (5). Sani Information 
Processing Capacity, OMB Circular No... 
A-121, which is rescinded and 
superseded, required only. that the 
holder of excess. automatic data, 
processing capacity share such capacity. 
Because the holder of excess capacity 
has little incentive to seek 
for sharing, however, the new policy 
requines both that the holder share 
capacity and that the agency seeking 


/ 


information processing capacity fulfill 
its needs from other agencies or the 
private sector, whenever possible, 
before acquiring the new capacity itself. . 
The policy establishes an order of 
preference in meeting needs—look first» 
to existing sources before acquiring new 
capacity—but is not intended to assert ' 
blindly that sharing-or commercial - 
sources are the sole considerations. 
Agencies must also consider whether 
existing sources are more cost effective 
and whether they in fact will meet 
agency specific needs. Procedural 
aspects of these policy statements.are 
found in Appendix IL. 

(6) and (7). Life Cycle Costing; and 
Avoiding Duplication. Agencies 
frequently develop information| 
technology incrementally, through a 
series of interim upgrades, without 
regard for longer term considerations 
such as the information systems’ life 
cycle. As' part of their planning, agencies 
need to consider the full information 
system life cycle when determining the 
cost of information technology. While 
competitive procurement is generally to 
be valued, its costs should be taken into 
account, including the cost to program 
effectiveness of unnecessarily lengthy 
procurement processes. Other 
conditions, such as the need for 
compatibility, may also be legitimate 
limitations on the competitive process. 
Similarly, agency planning should 
ensure that information systems are not 
unnecessarily duplicative of systems 
available elsewhere in government or 
from the private sector. 

(8). Software Management. The 
prevailing agency practice of developing 
customized computer software is a 
source of inefficiency, as the General 
Accounting Office and others have 
noted. While some agency applications 
can only be satisfied with customized 
software, the tendency to prefer custom 
development is excessively costly in 
terms of initial development, continued 
maintenance, and eventual conversion 
to new technology, because it requires 
the agency to bear the full cost of 
developing and maintaining the 
software it uses. While recognizing that 
off-the-shelf software has pitfalls, such 
as uncertainty of continued 
maintenance, managers are generally to 
prefer acquiring generic, off-the-shelf 
software available from the private 
sector instead of developing their own. 

(9). Necessary Compatibility. 
Agencies often acquire technology that... 
is incapable of communicating with 
other systems with which the agencies 
need to communicate. Compatibility 
among information systems has 
consequently emerged as a significant 
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information resources management 
problem. Agencies must acquire or 
develop information systems in a 
manner that-enhances necessary 
compatibility. The qualifier “necessary” 
is used because compatibility is not an 
unrestricted goal; information systems 
need to be compatible with other 
systems only to the extent that they 
must communicate with those systems. 

(10) through (13). Security. Security of 
information systems means both the 
protection of information while it is 
within the systems and also the, 
assurance that the systems do exactly 
what they are supposed to do and 
nothing more. Information system 
security entails management controls fo 
ensure the integrity of operations 
including such matters as proper access 
to the information in the systems and 
proper handling of input and output. in 
this sense, security of information 
systems is first and foremost a 
management issue and only secondly a 
technical problem of computer security. 

The recent introduction of smaller and 
more powerful computer systems and 
new communications technology and 
transmission media, together with the 
greater involvement of end users in 
managing information resources, have 
increased the potential vulnerability of 
Federal information systems and hence 
the level of management concern. 
Protecting personal, proprietary, and 
other sensitive data from unauthorized 
access or misuse; detecting and 
preventing computer related fraud and 
abuse; and assuring continuity of 
operations of major information systems 
in the eveni of emergency related 
disruptions are increasingly serious — 
policy issues. Policy previously found in 
Transmittal Memorandum No. 1 to OMB 
Circular No. A-71 is here revised; 
procedural aspects of the policy are in 
Appendix III to the Circular. 
_ The General Accounting Office 
reported in its review of the first-year 
implementation of the Federal Managers 
Financial Integrity Act (FIA) that 
internal controls in automatic data 
processing systems received inadequate 
coverage in FIA evaluations. GAO noted 
that some agencies were uncertain of 
the relationship between (a) OMB 
Circular No. A-71, Transmittal 
Memorandum No. 1, Security of Federal 
Automated Information Systems, and (b) 
OMB Circular No..A-123, Internal _. 
Control Systems, The relationship - 
between: security of automated .. . 
information systems and agency internal 
control reports is now stated Claanty:4 in 
Appendix Hil. 

Appendix Hl provides a minimal set of 
requirements for the security of all 
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Federal automated information systems. 
The Appendix also requires agencies to 
incorporate additional requirements for 
the security of information classified for 
national security purposes, in 
accordance with appropriate national 
security directives. 

(14) Standards. The National Bureau 
of Standards, Department of Commerce, 
develops and issues Federal Information 
Processing Standards. The National 
Communications System develops and 
the General Services Administration 
issues Federal Telecommunications 
Standards. Some standards are 
mandatory for Federal agencies, while 
others are voluntary. Agencies may 
waive the use of Federal standards 
under certain conditions and pursuant to 
certain procedures, which vary 
depending upon the individual standard. 
In general, OMB strongly recommends 
use of these standards government- 
wide. Such standards can contribute to 
overall government economy and 
efficiency by increasing compatibility in 
computer and telecommunications 
networks, improving the transportability 
of software, and enabling computer 
systems to be developed using 
components of different, manufacturers. 
These advantages can result in reduced 
procurement costs for equipment and 
services, improved competition, and 
better utilization of staff training and 
skills. While government-wide 
standards can result in management 
efficiencies, agencies should be mindful 
that standards can also have the 
untoward effects of regulations, as noted 
in OMB Circular No. A-119. Agencies 
should continuously assess relative 
costs and benefits of standards and 
their effects upon the agency's 
accomplishment of its mission. Note 
also that national security directives 
prescribe standards for computer 
security. 

(15) Avoiding Information Technology 
Monopolies. Many agencies operate one 
or more:central information technology 
facilities to support agency programs. In 
these agencies, program managers are 
often required.to use the central 
facilities. The manager of such a 
monopoly facility has:a lesser incentive 
to control costs, since he or she has a 
captive clientele. The program manager 
has little leverage to ensure that 
information processing resources are 
efficiently allocated since he or she 
cannot seek, or can seek only with great 
difficulty, alternative sources of supply. 
When users are dependent on effective 
technology support to perform their 
functions, control over selection of 
facility is essential-and consistent with 
holding users responsible for producing 


their government information products. 
To provide incentives conducive to more 
businesslike procedures in information 
technology facilities, agencies should 
avoid monopolistic information 
processing arrangements and should 
enter into them only if their cost 
effectiveness is clear and they are 
subject to periodic review. Appendix Il 
specifies certain procedures with 
respect to this policy. 

(16) Cost Recovery. This policy 
constitutes a revision to policy stated in 
OMB Circular No. A-121. Whereas 
Circular No. A-121 required only that 
costs for automatic data processing 
facilities be allocated to users, agencies 
must now recover the costs of 
information technology facilities from 
government users. Viable management 
of a large information technology facility 
requires that managers know the 
amount of resources devoted to each 
user when providing services. 
Furthermore, effective management of 
the use of information technology 
requires that the user have 
responsibility for and control over the 
resources consumed by use of the 
facility. Experience with Circular No. A- 


- 121 showed OMB that allocating costs 


had little effect on agencies’ behavior; 
recovering costs means that actual 
transfers of funds will take place 
between suppliers and users of 
information technology facilities. 
Procedural aspects of the policy appear 
in Appendix II. 

(17) Coordination with State and 
Local Governments. This policy 
reaffirms policy previously found in 
OMB Circular No. A-90, Transmittal 
Memorandum No. 1. The interagency 
group that worked on the revision of 
Circular No. A-90 recommended, and 
OMB agreed, that the Circular should be 
rescinded except for a single policy 
statement prohibiting Federal agencies 
from placing unnecessary restrictions on 
the information systems that State.and . 
local governments use to carry out: 
federally financed program activities... 

(18) Application of Up-to-date 
Information Technology. Recent 
availability of low cost, highly efficient 
and effective electronic information 
technology can greatly increase worker 
productivity and facilitate operation of 
Federal agency programs. The Circular 
states a predisposition, based in the 
Paperwork Reduction Act, in favor of 
applying such technology to the 
information life cycle within a 
responsible management context. Two . 
broad areas-of information technology 
merit further discussion: (1)}:electronic 
information collection and 
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dissemination, and (2) end user 

computing. 

—Electronic Collection and 
Dissemination of Information. Federal 
agencies are moving rapidly to 
provide for collection and 
dissemination of information thre ugh 
electronic media. In developing this 
Circular, OMB considered whether it 
was necessary to provide specific 
policies concerning electronic 
collection and dissemination of 
governmental information. OMB 
concluded that, except for the general 
predisposition in favor of applying 
new technological developments to 
information resources management, 
the policies that apply to information 
collection and ‘dissemination in other 
media also apply to electronic 
collection and dissemination. It'is 
important, however, that agencies 
recognize the necessity of 
systematically thinking through the 
application of policies stated 
elsewhere in this Circular to 
electronic collection and 
dissemination of information. For 
example, when developing electronic 
collection programs, agencies should 
give particular attention to issues such 
as privacy, public access, and records 
management. When developing 
electronic dissemination programs, 
agencies should ensure that access is 
‘provided to each class of users upon 
reasonable terms, avoid problems 
arising from monopolistic control, 
ensure maximum reliance upon the 
private sector, and take necessary 
steps for cost accounting and cost 
recovery. 

—End User Computing. Federal 
agencies are also moving rapidly to 
acquire end user computing 
capabilities. OMB endorses the 
managed innovation approach to end 
user Computing presented in GSA’s 
publication Managing End User 
Computing in the Federal Government 
(June 1983). Because end user 
computing places management of 
information in the hands of individual 
agency personnel rather than in a 
central automatic data processing 
organization, the Circular requires 
that agencies train end users in their 
responsibilities for safeguarding 
information; Appendix III deals in 
part with the security of end user 
computing. 


Section 9. Assignment of 
Responsibilities 


This section assigns responsibilities 
for the management of Federal 


: information resources addressed in this 
Circular. OMB Circular No. A-71 is 
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rescinded and its contents are revised 
and incorporated into this:section along 
with responsibilities assigned. under the 
Paperwork Reduction Act; Section 111 of 
the Federal Property and Administrative 
Services Act, as amended; and 
Executive Order No. 12046. Certain 
assignments of responsibility from OMB 
to other. agencies, as noted below, are 
also included. Following are principal 
noteworthy aspects of this section. 

Responsibility for Managing 
Information Resources. Statement 9a(1) 
is.‘a key element in the Circular because 
it establishes that the locus of 
responsibility for actual management of 
Federal information resources is the 
head of each agency. This means, for 
example, that the determination of what 
is “necessary for the proper 
performance of agency functions” with 
respect to information creation or 
collection (8a(1)) and information 
dissemination (8a(9)) lies with the head 
of the-agency. In the Circular OMB sets 
the policy framework within which such 
determinations are to be made and the 
standards and provisions for reviewing 
the determinations, but.the management 
decisions:and their implementation. . 
belong properly with the agency holding 
the information resources. 

Triennial Reviews. The Paperwork 
Reduction Act provides that the Director 
of OMB “. . . shall, with the advice and 
assistance of the Administrator of 
General Services, selectively review, at 
least once every three years, the 
information management activities of 
each agency to ascertain their adequacy 
and efficiency.” (44 U.S.C. 3513) The 
Administrator of Information and . 
Regulatory Affairs, OMB, and the 
Deputy Administrator of the General 
Services Administration, in an exchange 
of correspondence dated June 13 and 
July 22,.1983, concurred that GSA has 
the necessary statutory authority to 
conduct reviews of Federal agency 
information resourees management 
activities. Separate triennial reviews of 
agency activities by OMB and GSA 
would be unnecessarily duplicative, 


which would not be consistent with the 
Act. Accordingly, the triennial reviews 
conducted by GSA will be designed to 
meet OMB's requirements under the 
Paperwork Reduction Act as well as 
GSA'’s own needs. 

Senior Officials for Information 
Resources Management. In accordance 
with 44 U.S.C. 3506(b) and 5 CFR 1320.8, 
agencies are required to designate a 
senior official to carry out 
responsibilities under the Paperwork 
Reduction Act. The designation of the 
official is intended to assure clear 
accountability for setting policy for 
agency information resources 
management activities, provide for 
greater coordination among the agency's 
information activities, and ensure 
greater visibility of such activities 
within the agency. The responsibilities 
of the senior official for information 
resources management were identified 
in OMB Bulletin No. 81-21, which has 
expired. Those responsibilities are now 
estabished in this Circular. 

International Information Policy. The 
Circular deals with the management of 
information resources held by the 
Federal government. While the creation, 
collection, processing, transmission, 
dissemination, use, storage, and 
disposition of information by the 
Federal government has international 
ramifications, Federal government 
information resources management 
policy is not the same as “U.S. 
information policy,” which refers to U.S. 
national interests in the information 
field vis-a-vis the policies and interests 
of other nations. The Circular formally 
acknowledges this distinction and 
assigns responsibilities for international 
information policy only insofar as it 
relates to Federal government 
information resources management 
policy: 

- Timely Technology Procurement. 
Inherent in effective management of 
information technology is the ability of 
program managers to acquire technology 


in a timely manner. GSA is assigned the . 


responsibility in Section 9 to develop 
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criteria that will streamline procurement 
procedures and delegate procurement 
authority to agencies that comply with 
those procedures. All Federal agencies 
are directed in Section 9 to develop 
internal policies and procedures that 
further provide for timely acquisition of 
information technology. 

Records Management. The Paperwork - 
Reduction Act makes the management 
of Federal records an integral part of 
information resources management. 
While no new policies are embodied in 
this Circular, responsibilities have been 
assigned in order to ensure that agency 
records management programs are 
considered within the context of Federal 
information resources management. 


Section-10. Oversight 


The broad scope of the Circular 
dictates a strategy of focusing oversight 
on a series of aspects of information 
resources management rather than on a 
single comprehensive reporting scheme. 
OMB intends to use existing 
mechanisms, such as the fiscal budget, 
information collection budget, and 
management reviews, to examine 
agency compliance with the Circular. 
For example, during 1984 the 
management reviews for the FY 1986 
budget year concentrated on five cross- 
cutting information issues: overall 
information resources management 
strategy, telecommunications, software 
management, “electronic filing,” and 
end user computing. OMB issued data 
call bulletins requesting information 
specific to these issues, targeted the 
issues for special attention during the 
management reviews, and requested 
individual agencies to submit 
management improvement plans on 
specific aspects of the issues. Pursuit of 
this kind of selective oversight strategy 
permits OMB and the agencies the 
flexibility to shift the focus of oversight 
as information issues and the 
technological environment change. 
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Presidential Documents 


Proclamation 5423 of December 20, 1985 


Amending the Generalized System of Preferences 


By the President of the United States of America 


A Proclamation 


1. Pursuant to section 502(b) of the Trade Act of 1974 (the Trade Act) (19 
U.S.C. 2462(b)), as amended, and section 604 of the Trade Act (19 U.S.C. 2483), 
I have determined that it is appropriate to provide for the termination of 
preferential treatment under the Generalized System of Preferences (GSP) for 
articles which are currently eligible for such treatment and which are import- 
ed from Portugal. Such termination is the result of the accession of Portugal to 
the European Economic Community. 


2. Section 502(b) of the Trade ‘Act specifies that member states of the 
European Economic Community are ineligible for such preferential treatment 
under the GSP. : 


NOW, THEREFORE, I, RONALD REAGAN, President of the United States of 
America, acting under the authority vested in me by the Constitution and the 
statutes of the United States of America, including but not limited to sections 
502(b) and 604 of the Trade Act, do proclaim that: 


(a) General headnote 3(e)(v)(A) to the Tariff Schedules of the United States 


(TSUS), listing those countries whose products are eligible for benefits of the 
GSP, is amended by striking out “Portugal.” 


(2) No article the product of Portugal and imported into the United States after 
the effective date of this proclamation shall be eligible for preferential treat- 
ment under the GSP. 


(3) The modifications to the TSUS made by this proclamation shall be 
effective with respect to articles both: (1) imported on or after January 1, 1976, 
and (2) entered, or withdrawn from warehouse for consumption, on or after 
January 1, 1986. 


IN WITNESS WHEREOF, I have hereunto set my hand this 20th day of 
December, in the year of our Lord nineteen hundred and eighty-five, and of the 
Independence of the United States of America the two hundred and tenth. 


Pk Gig 
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